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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

SUBCHAPTER  B— FOOD  AND  FOOD 
PRODUCTS 

PART  128c — CACAO  PRODUCTS  AND 
CONFECTIONERY 

Good  Manufacturing  Practice 

In  a  notice  published  in  the  Federal 
Register  of  November  26,  1973  (38  FR 
32554),  the  Food  and  Drug  Administra¬ 
tion  proposed  a  regulation  governing 
good  manufacturing  practices  for  cacao 
products  and  confectionery.  The  pro¬ 
posed  regulation  identified  the  types  of 
food  products  to  be  included  and  set 
forth  what  the  Commissioner  of  Food 
and  Drugs  regarded  as  good  manufac¬ 
turing  practice  in  the  manufacture,  pack¬ 
aging,  storage,  transportation,  and  dis¬ 
tribution  of  these  products.  The  intent 
of  the  proposed  regulation  was  to  identify 
those  materials,  equipment,  conditions, 
and  operations  that  would  receive  the 
Commissioner’s  attention  in  fulfilling 
certain  of  his  responsibilities  under  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
to  prevent  the  introduction  of  adulter¬ 
ated  foods  into  commercial  channels. 
This  notice  promulgates  a  final  regula¬ 
tion  on  this  matter.  The  order  becomes 
effective  August  4,  1975,  with  an  exten¬ 
sion  to  December  1,  1975,  granted  when 
certain  significant  problems  in  imple¬ 
mentation  exist. 

A  period  of  60  days  was  provided  for 
the  filing  of  comments  on  the  proposal. 
In  response  to  a  request  by  industry,  the 
comment  period  was  extended  by  notice 
of  February  1,  1974  (39  FR  4113),  to  90 
days  ending  on  February  25, 1974. 

Eighteen  letters,  each  containing  one 
or  more  comments  on  the  proposal,  were 
received  from  manfuacturers  and  proc¬ 
essors,  trade  associations,  suppliers,  and 
other  interested  persons. 

1.  Four  comments  were  basically  in  fa¬ 
vor  of  the  regulation  and  found  the  pro¬ 
posal  generally  satisfactory. 

2.  One  comment  suggested  that  sepa¬ 
rate  GMP’s  be  proposed  for  cacao  prod¬ 
ucts  and  confectionery  in  order  to  treat 
the  “special  characteristics”  of  each 
properly. 

The  Commissioner  considered  the  sug¬ 
gestion  but,  based  on  industry  associa¬ 
tion  recommendations  and  other  con¬ 
siderations,  he  concluded  that  a  single 
regulation  would  be  appropriate,  particu¬ 
larly  for  the  many  manufacturers  who 
process  cacao  products  either  in  addition 
to  or  in  conjunction  with  their  confec¬ 
tionery  operations. 

3.  Several  comments  expressed  the  view 
that  many  provisions  of  the  proposed 
good  manufacturing  practice  regulation 
under  Part  128c  properly  belong  in  Part 
128,  frequently  referred  to  as  the  “um¬ 
brella”  GMP.  The  statement  was  made 
that  some  provisions  of  the  proposed  reg¬ 
ulation  are  not  necessarily  unique  to 
cacao  products  and  confectionery  but  are 
applicable  to  foods  in  general.  Specific 
references  were  made  to  §§  128C.3,  128c.4 
(e)  and  (f),  128c.5,  128c.6  (a)  and  (c). 


128c.7  (e)  and  (f),  and  128c.8.  Sections 
128c.4  (e)  and  (f)  and  128c.7  (e)  and  (f) 
are,  respectively,  SI  128c.4  (d)  and  (e) 
and  128c.7  (d)  and  <e)  in  the  final  order. 

The  Commissioner  concludes  that  the 
provisions  and  requirements  incorporated 
into  the  proposed  Part  128c  are  designed 
for  and  lend  specific  direction  to  the 
processing  of  cacao  products  and  con¬ 
fectionery.  Moreover,  as  stated  in  the 
preamble  to  the  proposal,  the  Commis¬ 
sioner  intends  to  propose  amendments 
to  21  CFR  Part  128  at  a  later  time  which 
will  provide  more  current  guidance  to 
the  entire  food  industry. 

4.  Five  comments  stated  that  the  pro¬ 
posal  is  discriminatory  in  singling  out  the 
cacao  products  and  confectionery  indus¬ 
tries  for  a  supplemental  GMP.  The  na¬ 
ture  of  the  comments  was  that  supple¬ 
mental  GMP's  should  be  proposed  for 
segments  of  the  food  industry,  based  on 
the  degree  of  hazard  they  represent,  and 
that  they  should  be  truly  applicable,  ap¬ 
propriate,  and  nondiscriminatory.  It  was 
also  suggested  that  the  rest  of  the  food 
industry  should  be  required  to  meet  the 
standards  established  in  Part  128c. 

As  stated  previously,  the  Commissioner 
intends  to  propose  specific  GMP’s  for  in¬ 
dividual  segments  of  the  food  industry 
and  also  to  propose  amendments  to  Part 
128  to  provide  more  current  guidance  to 
the  entire  food  industry  on  plant  sanita¬ 
tion  practices,  as  warranted.  GMP’s  have 
already  been  promulgated  for  other  seg¬ 
ments  of  the  food  industry  and  more  are 
in  preparation.  Consequently,  the  cacao 
products  and  confectionery  industries 
were  not  singled  out  but  are  simply 
among  the  earlier  segments  of  the  food 
industry  for  which  specific  GMP’s  are 
being  proposed. 

5.  One  comment  suggested  that,  be¬ 
cause  of  the  future  implications  of  Part 
128c,  the  proposal  constitutes  “latent” 
regulations  for  all  segments  of  the  food 
industry  without  their  being  properly 
alerted  or  having  proper  opportunity  to 
participate  or  comment. 

The  Commissioner  notes  that  long 
established  and  accepted  procedures  for 
promulgating  regulations  were  followed 
in  announcing  the  proposed  GMP  and 
observes  that  the  comments  received  in¬ 
cluded  some  from  companies  and  a  trade 
association  in  which  confectionery  does 
not  represent  a  major  interest.  The  com¬ 
ment  period  was  extended  in  response  to 
a  request  by  an  industry  association  and 
there  were  no  requests  for  further  exten¬ 
sion.  Moreover,  as  GMP’s  are  formulated 
for  other  segments  of  the  food  industry 
they  will  be  published  first  as  proposals 
with  opportunity  for  comment. 

6.  Several  comments  questioned  the 
statutory  authority  of  the  Food  and 
Drug  Administration  to  promulgate  cer¬ 
tain  provisions  of  Part  128c.  Among  these 
are  the  replacement  of  some  advisory 
“should”  provisions  in  the  “umbrella” 
GMP  under  Part  128  with  mandatory 
“shall”  provisions,  the  incorporation  of 
the  principle  of  “critical  control  points,” 
the  requirement  for  recordkeeping,  and 
the  reference  to  surveillance  of  records. 
Some  comments  referred  to  pending 


legislation  which  deals  with  the  latter 

subjects. 

The  Commissioner’s  authority  to 
promulgate  these  provisions  derives  from 
section  701(a)  of  the  act.  He  has  pre¬ 
sented  this  regulation  for  cacao  products 
and  confectionery  to  promote  the 
efficient  enforcement  of  section  402  of 
the  act,  which  pertains  to  food  filth  and 
safety.  Of  course,  the  regulation  will  be 
revised  as  may  be  required  by  future 
legislation  that  is  enacted.  With  respect 
to  “critical  control  points”  and  the  re¬ 
quirement  for  recordkeeping,  these  sub¬ 
jects  are  discussed  further  in  paragraphs 
10  and  88. 

7.  Ten  comments  were  directed  at  those 
requirements  of  Part  128c  which  were 
judged  to  be  overly  strict  and  rigid.  Some 
of  these  comments  identified  cacao  prod¬ 
uct  and  confectionery  manufacture  as 
low  hazard  industries  and  stated  that 
stringent  requirements  are  not  warranted 
or  that  they  would  be  financially  ruinous 
to  much  of  the  industry.  It  was  recom¬ 
mended  that  they  be  replaced  by  general 
guidelines  comparable  to  those  in  the 
“umbrella”  GMP  or  that  certain  manda¬ 
tory  “shall”  requirements  be  changed  to 
recommended  or  advisory  “should”  pro¬ 
visions.  Specific  reference  was  made  to 
§§128c.3,  128c.4  (a)  and  (b),  128c.5(c), 
128c.7  (c),  (e),  and  (f),  and  128c.8.  It 
was  stated  that  a  relaxation  of  the  re¬ 
quirements  is  necessary  to  maintain  the 
cooperative  effort  between  the  Food  and 
Drug  Administration  and  industry.  Sec¬ 
tion  128c.7  (e)  and  (f)  is  §  128c.7  (d)  and 
(e)  in  the  final  order. 

The  Commissioner  points  out  that  all 
provisions  which  he  considers  to  be  es¬ 
sential  for  protecting  consumers  are 
mandatory  and  that  advisory  provisions 
are  used  in  all  other  instances.  He  fur¬ 
ther  points  out  that  the  requirements 
state  what  is  to  be  accomplished  and 
provide  flexibility  by  allowing  the  manu¬ 
facturer  to  choose  alternative  means 
whereby  he  may  achieve  compliance.  The 
Commissioner  recognizes  that  compli¬ 
ance  with  these  requirements  may  re¬ 
quire  an  investment  of  resources  but  con¬ 
siders  them  as  necessary  and  appropriate 
for  compliance  with  the  law. 

8.  Five  comments  took  exception  to  the 
sentence  in  the  preamble  to  the  proposal 
which  reads,  “The  unique  characteristics 
of  cacao  products  and  confectionery  •  •  • 
require  that  special  consideration  be 
given  to  processing  methods  and  sanitary 
controls  •  •  The  statement  was  de¬ 
scribed  as  false  and  misleading  by  im¬ 
plying  that  cacao  products  and  confec¬ 
tionery  are  high  risk  products. 

The  Commissioner  did  not  intend  to 
imply  that  cacao  products  and  confec¬ 
tionery  are  or  are  not  high  risk  products, 
but  rather  that  special  considerations 
must  be  given  to  their  processing  in  order 
to  accommodate  any  unique  properties 
and  to  eliminate  potential  hazards. 
Among  the  more  important  unique  prop¬ 
erties  is  the  necessity  for  maintaining 
dry  conditions  in  cacao  product  opera¬ 
tions.  Whereas  water  may  be  used  freely 
in  processing  some  foods,  it  must  be  re¬ 
stricted  in  the  production  and  cleaning 
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operations  associated  with  chocolate 
manufacture.  Its  presence  may  create 
conditions  conducive  to  the  growth  of 
microorganisms.  On  the  other  hand,  be¬ 
cause  of  the  low  moisture  environment, 
microorganisms  which  may  be  present 
are  more  resistant  to  destruction  by  heat. 

The  absence  from  the  preamble  to  the 
proposal  of  a  direct  reference  to  micro¬ 
bial  contamination  was  not  meant  to 
infer  that  cacao  products  and  confec¬ 
tionery  are  free  of  the  possibility  of  its 
occurrence.  Since  the  writing  of  the  pro¬ 
posal,  there  have  been  three  occurrences 
of  the  presence  of  Salmonella  in  confec¬ 
tionery  items  containing  milk  chocolate 
which  necessitated  recall  of  the  contami¬ 
nated  products.  One  involved  candy  pro¬ 
duced  domestically  and  two  were  of  im¬ 
ported  confectionery  that  were  impli¬ 
cated  in  illnesses.  Follow-up  inspection 
of  one  foreign  producer  disclosed  the 
presence  of  Salmonella  organisms  in  the 
plant,  on  equipment,  on  cacao  beans,  and 
on  in-line  products.  These  occurrences 
point  up  the  fact  that  continued  surveil¬ 
lance  is  necessary  in  the  production  of 
cacao  products  and  confectionery  to 
maintain  the  good  manufacturing  prac¬ 
tices  that  ensure  the  safety,  cleanliness, 
and  wholesomeness  of  these  products. 
Documentation  of  the  recall  actions  re¬ 
ferred  to  above  has  been  placed  on  dis¬ 
play  at  the  office  of  the  Hearing  Clerk, 
Food  and  Drug  Administration,  Rm.  4-65, 
5600  Fishers  Lane,  Rockville,  MD  20852, 
for  public  review. 

9.  Nine  comments  stated  that  the  sta¬ 
tistics  presented  in  the  preamble  regard¬ 
ing  the  compliance  of  the  industry  to 
FDA  requirements  were  misleading,  un¬ 
representative,  and  unsupported.  They 
felt  that  more  detail  should  have  been 
presented  regarding  the  basis  for  the  in¬ 
spections,  the  criteria  used  for  evaluating 
the  stated  insanitary  conditions,  and  the 
outcome  of  the  legal  actions  cited. 

The  Commissioner  explains  that  be¬ 
cause  of  the  volume  of  the  supporting 
material,  the  information  was  presented 
in  summary  fashion  with  the  statement 
that  reports  and  other  references  cited 
were  placed  on  display  in  the  office  of  the 
Hearing  Clerk  for  public  review.  The  data 
were  presented  to  point  out  that  insani¬ 
tary  conditions  do  exist  and  to  demon¬ 
strate  the  need  for  a  GMP  that  would 
benefit  both  industry  and  consumers. 
The  legal  actions  cited  in  the  preamble 
to  the  proposal  covered  a  13-month  pe¬ 
riod  which  ended  in  February  1973.  Dur¬ 
ing  the  ensuing  period  ending  in  April 
1974,  there  were  an  additional  5  legal 
actions  confirmed  by  notices  of  judgment 
involving  manufacturers  and  dealers  of 
confectionery  and  a  deal  of  cacao 
beans  as  a  raw  material.  These  violations 
involved  storage  under  insanitary  con¬ 
ditions,  or  adulteration  by  filth  or  ex¬ 
traneous  matter.  Copies  of  the  notices  of 
judgment  have  been  placed  on  file  for 
public  review  at  the  office  of  the  Hearing 
Clerk. 

10.  Five  comments  expressed  concern 
over  the  use  of  the  term  “critical  control 
points’’  in  the  proposal.  They  either 
asked  that  the  term  be  clarified  or  ques¬ 
tioned  the  appropriateness  of  its  use  on 


the  grounds  that  “critical  control  points’’ 
should  relate  only  to  health  hazards 
whereas  GMP’s  should  be  concerned  only 
with  aesthetic  or  nonhealth  matters. 

The  Commissioner  recognizes  from  the 
comments  that  there  is  some  confusion 
regarding  the  terms  “critical  control 
points”  and  “good  manufacturing  prac¬ 
tice.”  He  emphasizes  that  there  is  basi¬ 
cally  no  distinction  between  them.  Criti¬ 
cal  control  points  identify  processes, 
practices,  or  conditions  that  present  a 
potential  for  causing  a  food  to  be  dan¬ 
gerous,  filthy,  or  otherwise  unsuitable 
for  food  use.  Good  manufacturing  prac¬ 
tices  represent  a  code  of  procedures  de¬ 
signed  to  control  these  points.  The  good 
manufacturing  practice  regulations  are 
intended  to  implement  certain  provisions 
of  the  act  relating  to  adulterated  food, 
and  the  failure  of  a  manufacturer  to 
identify  critical  control  points  and  to 
adopt  good  manufacturing  practices 
which  control  these  points  may  result  in 
violations  of  section  402(a)  of  the  act. 
Moreover,  the  Commissioner  points  out 
that  the  scope  of  good  manufacturing 
practice  regulations  is  not  restricted  to 
aesthetic  or  nonsafety  factors  as  implied 
by  some  of  the  comments  but  also  relates 
to  safety. 

Cacao  Products 

11.  Two  comments  recommended  that 
provision  be  made  in  the  definition  for 
“cacao  products”  under  §  128c.  1(a)  to 
exclude  the  raw  cacao  bean. 

The  Commissioner  concurs  in  the  rec¬ 
ommendation  because  he  does  not  regard 
the  raw  agricultural  commodity  to  be 
within  the  scope  of  the  definition  for 
cacao  products.  Accordingly,  he  has  made 
an  appropriate  addition  to  the  definition 
in  the  final  order. 

12.  One  comment  recommended  that 
flavorings  and  extracts  derived  from  the 
cacao  bean  be  excluded  from  the  defini¬ 
tion  of  “cacao  products.” 

The  Commissioner  recognizes  that  the 
manufacture  of  chocolate  extracts  and 
of  flavorings  derived  from  them  repre¬ 
sents  a  technology  unlike  the  manufac¬ 
ture  of  cacao  products,  and  that  the 
GMP  requirements  are  different.  There¬ 
fore,  he  has  excluded  such  extracts  and 
flavorings  from  the  definition  of  cacao 
products  in  the  final  order.  For  the  same 
reason,  he  has  excluded  most  chocolate- 
or  cocoa-flavored  foods.  Products  such  as 
cake  mixes  and  chocolate-  or  cocoa- 
flavored  milk  for  which  separate  GMP’s 
are  appropriate  are  among  these  exclu¬ 
sions.  The  Commissioner  also  has  ex¬ 
panded  the  definition  for  cacao  products 
to  delineate  more  clearly  the  types  of 
food  products  that  are  included. 

Confectionary 

13.  Two  comments  suggested  narrow¬ 
ing  the  definition  for  “confectionery” 
under  §  128c.l(b).  One  suggested  chang¬ 
ing  “*  •  *  candy  and  other  food  prod¬ 
ucts  •  •  *”  to  “•  *  •  candy  and  simi¬ 
lar  food  products  •  *  *"  The  second 
comment  suggested  the  addition  of  the 
words  “•  *  *  and  generally  consumed  as 
such,”  to  the  definition  to  eliminate 
sauces,  toppings,  frostings,  and  cake 
decorations. 


The  Commissioner  agrees  that  the  def¬ 
inition  of  confectionery  needs  some 
clarification.  He  does  not  agree  that 
toppings,  frostings,  and  cake  decorations 
should  be  excluded  as  they  are  generally 
regarded  as  confectionery.  He  has  clari¬ 
fied  the  scope  of  the  definition  in  the 
final  order  by  revision  and  also  by  in¬ 
dicating  examples  of  foods  which  are 
included  or  excluded.  He  recognizes  that 
there  yet  may  be  uncertainties  regarding 
the  applicability  of  the  regulation  to 
specific  products,  and  he  will  be  glad  to 
offer  an  opinion  in  answer  to  individual 
inquiries. 

14.  One  comment  stated  that  the 
phrase  "•  *  •  made  basically  from 
sweeteners  *  *  *”  is  misleading  and  is 
not  true  of  many  confections,  particu¬ 
larly  nut  products  and  chocolate. 

The  Commissioner  points  out  that 
chocolate  is  included  in  the  definition 
for  “cacao  products"  under  S  128c.l(a) 
rather  than  under  paragraph  (b) .  With 
respect  to  nut  products,  he  considers  the 
comment  to  be  appropriate  and  has 
changed  the  definition  for  “confection¬ 
ery”  to  make  it  applicable  to  products  of 
this  class  which  are  not  made  basically 
from  sweeteners. 

15.  One  comment  described  the  phrase 
“and  often  fashioned  into  attractive 
shapes  or  forms,”  as  an  unnecessary  edi¬ 
torial  comment  and  suggested  that  it  be 
deleted. 

The  Commissioner  agrees  that  the 
phrase  is  an  unnecessary  part  of  the  def¬ 
inition  and,  accordingly,  has  deleted  it. 

16.  In  the  Federal  Register  for  Feb¬ 
ruary  1,  1974  (39  FR  4113),  the  Com¬ 
missioner  gave  notice  that  the  proposed 
Part  128c  does  not  cover  chewing  gum. 
The  exclusion  of  chewing  gum  has  been 
added  to  the  definition  for  confectionery 
in  §  128c. 1(b) . 

Lot 

17.  Two  comments  suggested  that  the 
definition  of  “lot”  under  S  128c.l(c)  not 
be  restricted  to  a  day’s  production,  in 
order  to  provide  for  lots  of  materials  such 
as  chocolate  liquor,  liquid  sugar,  or  com 
sirup  which  may  be  used  for  longer 
periods. 

The  Commissioner  advises  that  the 
definition  was  intended  to  refer  only  to 
lots  of  finished  product.  He  has  revised 
the  definition  to  clarify  that  point. 

Mandatory  Requirement  and 
Recommended  Procedures 

18.  One  comment  suggested  that  advi¬ 
sory  provisions  as  defined  in  §  128c. l(f; 
are  inappropriate  in  governmental  regu¬ 
lations  where  noncompliance  would  con¬ 
stitute  violation  of  the  law.  In  light  of 
this  consideration,  it  was  suggested  that 
all  provisions  be  made  mandatory. 

The  Commissioner  points  out,  as  he 
has  previously,  that  all  provisions  which 
he  considers  to  be  essential  for  protect¬ 
ing  consumers  are  mandatory.  However, 
he  has  seen  fit  to  provide  alternative 
means  for  meeting  some  of  these  require¬ 
ments,  and  the  alternatives  are  appro¬ 
priately  provided  for  in  an  advisory 
manner. 
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Waste 

19.  One  comment  questioned,  with  re¬ 
spect  to  the  definition  of  “waste”  under 
§  128c.  l(g>,  whether  the  filth  or  other 
contamination  must  actually  be  present 
in  the  products. 

This  was  the  intent  of  the  definition  of 
“waste”  and  the  Commissioner  has 
changed  the  definition  to  clarify  that 
point.  Possible  alternatives  to  designat¬ 
ing  a  product  as  waste  are  discussed  be¬ 
low  in  paragraph  83. 

20.  Two  comments  described  the  term 
“filth”  in  the  definition  of  “waste”  as  an 
unnecessary  pejorative  and  recom¬ 
mended  its  deletion. 

The  Commissioner  does  not  consider 
the  use  of  the  term  “filth”  in  the  defini¬ 
tion  of  “waste”  as  being  pejorative.  Waste 
often  contains  filth  and  the  use  of  a 
truthful  term  can  hardly  be  considered 
as  pejorative.  However,  the  term  does  not 
appear  in  the  revised  definition  for 
“waste”  because  it  has  been  broadened 
to  cover  product  rejected  due  to  adul¬ 
teration  of  any  kind. 

Plants  and  Grounds 

21.  One  comment  asked  who  is  respon¬ 
sible  for  determining  when  the  manda¬ 
tory  requirement  for  separating  opera¬ 
tions  under  §  128c.3  shall  be  imple¬ 
mented.  The  question  was  prompted  by 
the  “wherever  necessary”  condition 
which  introduced  the  section.  Similar 
comments  were  made  with  respect  to 
comparable  provisions  in  §§  128c. 7(c)  (7) , 
(c)(8),  and  (d).  Section  128c.7(d)  is 
§  128c.7(c)  (11)  in  the  final  order. 

The  Commissioner  considers  that  the 
requirement  allows  individual  judgments 
by  manufacturers  to  the  extent  that  the 
objectives  of  the  GMP  are  met.  However, 
FDA  will  cooperate  with  industry  in  ex¬ 
ercising  judgment  on  these  matters.  The 
Commissioner  has  restated  the  require¬ 
ment  in  the  final  order  to  avoid  the  un¬ 
certainty  that  resulted  from  the  com¬ 
bination  of  “shall”  and  “wherever  nec¬ 
essary.”  The  section  now  requires,  with¬ 
out  the  qualifying  “wherever  necessary,” 
that  effective  measures  be  taken  to  pre¬ 
vent  contamination  of  products,  raw 
materials,  or  packaging  materials.  The 
several  methods  described  for  separating 
operations  are  offered  as  suggested  ap¬ 
proaches  to  achieving  compliance.  Com¬ 
parable  revisions  were  made  in  §  128C.7 
(c)  (7)  and  (8)  and  are  discussed  in  para¬ 
graphs  77  and  78  below.  The  response  to 
the  comment  directed  at  §128c.7(d)  is 
presented  in  paragraph  80  below. 

22.  One  comment  questioned  whether 
the  absence  of  a  partition  or  other  named 
method  of  separating  operations  consti¬ 
tutes  a  violation  of  section  402(a)(4)  of 
the  act. 

The  Commissioner  observes  that  the 
absence  of  a  partition  may  contribute  to 
a  violation  of  section  402(a)  (4)  of  the 
act  but  that  such  absence,  of  itself,  would 
not  necessarily  constitute  a  violation.  The 
determination  of  whether  or  not  a  viola¬ 
tion  exists  would  depend  on  the  particu¬ 
lar  conditions  existing  at  the  plant. 

23.  One  comment  said  that  §  128c. 3 
adds  desirable  specifics,  but  asked  if  this 


section  does  not  apply  essentially  to  ca¬ 
cao  bean  processing. 

The  Commissioner  points  out  that  only 
paragraphs  (c)  and  (d)  of  this  section 
refer  exclusively  to  cacao  bean  and  cacao 
product  processing  but  that  the  remain¬ 
ing  paragraphs  are  applicable  to  confec¬ 
tionery  operations  as  well. 

24.  One  comment  stated  that  existing 
building  codes  and  fire  regulations  would 
prohibit  partitions  in  certain  areas. 
Another  comment  requested  a  more 
careful  description  of  partitions  as  it 
was  felt  that  they  are  the  scourge  of 
most  food  plants  and  often  acquire  hid¬ 
den  reservoirs  of  food  on  which  pests 
thrive.  Two  comments  said  that  air  flow 
separation  is  impractical  in  that  it 
would  require  massive  amounts  of  sterile 
air  and  would  offer  no  benefit  to  the 
consumer. 

The  Commissioner  points  out  that  the 
separation  of  the  indicated  operations 
was  not  a  mandatory  requirement  of  the 
proposed  regulation  nor  is  it  mandatory 
in  the  regulation  as  revised  in  the  order. 
Instead,  the  regulation  requires  that  ef¬ 
fective  measures  be  taken  to  prevent 
contamination.  Separation  is  merely 
given  as  an  example  of  one  method  for 
achieveing  this  goal.  This  section  has 
been  revised  slightly  to  make  this  clearer. 

Equipment  and  Utensils 

25.  Six  comments  recommended  that 
the  provision  for  “corrosion-resistant” 
food-contact  surfaces  under  §  128c.4(a) 
be  amended  to  provide  that  the  surfaces 
only  be  “maintained  in  a  corrosion-free 
condition,”  since  many  manufacturers 
use  cast  iron,  aluminum,  and  ordinary 
steel  in  their  processing  operations,  and 
these  materials  can  be  maintained  in  a 
corrosion-free  condition  with  minimum 
care  often  utilizing  dry  cleaning 
methods. 

The  Commissioner  agrees  that  food- 
contact  surfaces  that  are  maintained  in 
a  corrosion-free  condition  are  adequate 
for  maintaining  sanitary  conditions 
and  has  changed  the  requirement 
accordingly. 

26.  One  comment  recommended  es¬ 
tablishing  the  following  definition  in 
§  128c. 1  for  “corrosion  resistant”:  “Ca¬ 
pable  of  maintaining  original  surface 
characteristics  under  the  prolonged  in¬ 
fluence  of  the  use  environment,  includ¬ 
ing  the  expected  food  contact  and  the 
normal  use  of  cleaning  methods,  com¬ 
pounds  and  sanitizing  solutions.” 

The  Commissioner  is  of  the  opinion 
that  the  essence  of  the  definition  above 
is  incorporated  into  S  128c.4(a)  as  re¬ 
vised  in  the  order. 

27.  Three  comments  claimed  that  the 
word  “nonabsorbent”  in  paragraph  (a) 
would  eliminate  the  use  of  Wooden 
starch  molding  boards  and  paddles, 
which  do  not  present  a  hazard  if  prop¬ 
erly  maintained. 

The  Commissioner  agrees  that  it  was 
not  the  intent  of  this  section  to  eliminate 
the  use  of  such  equipment  so  long  as  it 
is  properly  maintained,  and  has  made 
appropriate  changes  in  this  paragraph  to 
allow  for  their  use. 


28.  Three  comments  recommended 
amending  §  128c.4(a),  where  it  refers  to 
“smooth  material”,  to  allow  for  equip¬ 
ment  designed  for  abrasive  action  such 
as  grinding,  cracking,  etc.,  and  which  is, 
through  necessity,  not  smooth. 

The  Commissioner  agrees  that  pro¬ 
vision  should  be  made  for  food-contact 
surfaces  that  are,  of  necessity,  not 
smooth.  Upon  reconsideration,  he  also 
realizes  that  there  are  appropriate  food- 
contact  surfaces  in  addition  to  those 
intended  for  abrasive  action,  such  as 
conveyor  belts  which  are  neither  smooth 
nor  nonabsorbent.  He  has  therefore  de¬ 
leted  the  requirement  for  smooth  and 
nonabsorbent  food-contact  surface  mate¬ 
rials.  The  Commissioner  has,  however, 
added  a  requirement  that  all  food-con¬ 
tact  surfaces  shall  be  maintained  so  as 
to  prevent  product  contamination. 

29.  One  comment  discussed  the  re¬ 
quirement  that  food-contact  surfaces  be 
made  of  materials  that  will  not  readily 
crack.  It  stated  that  a  cracked  plastic 
surface  may  not  be  a  potential  hazard  if 
it  is  properly  maintained  and  suggested 
changing  §  128c.4(a)  to  recognize  that 
there  is  an  attrition  rate  of  plastic  equip¬ 
ment  and  utensils. 

The  Commissioner  is  of  the  opinion 
that  cracked  plastic  surfaces  are  not 
suitable  food-contact  surfaces  because  of 
the  potential  which  cracks  provide  for 
microbial  accumulation  and  subsequent 
product  contamination.  He  believes  that 
§128c.4(a),  as  revised,  allows  for  the 
proper  use  of  plastic  ware  in  processing 
operations. 

30.  Two  comments  said  that  the  term 
“Seams”  should  be  changed  to  read 
“Permanent  seams”  in  order  to  allow  for 
seams  that  require  movement  to  facili¬ 
tate  various  product  sizes  and  for  doors 
and  lids.  One  comment  expressed  the 
opinion  that  §  128c.4(b)  as  written  would 
eliminate  industry’s  standard  “whip 
stitch”  method  for  repairing  belts,  thus 
requiring  what  were  considered  to  be 
costly  and  unnecessary  replacements.  It 
was  also  said  that  currently  available 
belting  materials  do  not  have  smoothly 
bonded  articulations  and  that  this  re¬ 
quirement,  as  written,  would  eliminate 
the  use  of  wire  mesh  belts  in  processing 
and  packaging  areas. 

The  Commissioner  recognizes  the  need 
to  consider  access  doors  and  lids,  move- 
able  seams,  and  belts,  and  has  changed 
§  128c.4(b)  accordingly  to  allow  for  their 
use  with  proper  maintenance. 

31.  Three  comments  suggested  chang¬ 
ing  the  wording  in  paragraph  (b)  to  em¬ 
phasize  the  microbial  problems  that 
might  occur  where  “inaccessible  spaces 
exist  in  which  dirt  or  organic  material 
might  accumulate”  rather  than  empha¬ 
sizing  the  mere  presence  of  such  spaces. 

The  Commissioner  considers  the  rec¬ 
ommendation  to  be  appropriate  and  has 
revised  the  paragraph  accordingly. 

32.  One  comment  suggested  changing 
5  128c.4(c),  which  refers  to  nonfood- 
contact  surfaces,  to  read,  “All  equipment 
shall  be  designed  and  constructed  in  such 
a  manner  as  to  minimize  the  retention  of 
moisture  and  dust,  the  shelter  of  vermin 


FEDERAL  REGISTER,  VOL.  40,  NO.  108— WEDNESDAY,  JUNE  4,  1975 


RULES  AND  REGULATIONS 


24163 


and  soil,  and  to  facilitate  inspection, 
servicing,  maintenance  and  cleaning,” 
saying  this  is  more  definitive  than  the 
proposed  requirement,  A  second  com¬ 
ment  suggested  the  wording  "Nonfood- 
contact  surfaces  which  could  cause  con¬ 
tamination  of  equipment  shall  be  so  con¬ 
structed  that  they  can  be  kept  in  a  clean, 
sanitary  condition.” 

The  Commissioner  concludes  that  the 
suggestions  are  inappropriate  because,  in 
his  opinion,  they  would  change  the  pro¬ 
vision  from  its  Intended  purpose  as  a 
simple  statement  of  the  clean  condition 
required  of  nonfood-contact  surfaces  in 
contrast  to  the  more  detailed  require¬ 
ments  in  3  128c.4(a)  for  food-contact 
surfaces.  However,  the  Commissioner 
concludes  that  the  reference  to  the  sani¬ 
tary  condition  of  nonfood-contact  sur¬ 
faces  is  inappropriate  and  has  deleted  it. 

33.  One  comment  recommended  that 
the  provision  for  dust  control  devices  on 
equipment  under  §  128c.4(d)  be  made 
mandatory  for  consistency  with  other 
mandatory  requirements  in  the  proposal. 

The  Commissioner  points  out  that 
§  128c.3,  as  revised  in  the  final  order,  re¬ 
quires  that  effective  measures  be  taken 
to  prevent  contamination  of  products, 
raw  materials,  or  packaging  materials. 
See  paragraph  21  above.  That  section  in¬ 
cludes,  for  example,  separation  by  en¬ 
closed  systems  among  the  alternative 
means  for  preventing  contamination  by 
dusty  operations.  The  Commissioner  rec¬ 
ognizes  the  desirability  of  installing 
dust-control  devices,  but  since  they  are 
obviously  not  the  only  means  for  pre¬ 
venting  contamination  by  dust,  he  does 
not  consider  it  appropriate  to  make  such 
installations  mandatory.  Upon  further 
consideration  of  the  matter,  he  believes 
that  §  128c. 3  of  the  order  covers  the  con¬ 
trol  of  dusty  operations  adequately  and 
makes  it  unnecessary  to  refer  to  dust 
control  devices.  He  has  therefore  deleted 
paragraph  (d)  of  3  128c.4  and  has  re¬ 
designated  paragraphs  (e),  (f),  and  (g) 
as  paragraphs  (d),  (e),  and  (f),  repec- 
tively. 

34.  One  comment  on  S128c.4(e), 
3  128c.4(d)  in  the  final  order,  said  that 
PDA  should  identify  the  raw  materials 
to  be  pasteurized. 

The  Commissioner  advises  that  this 
provision  is  intended  only  to  deal  with 
the  accuracy  requirements  for  tempera¬ 
ture  regulating,  measuring  and  re¬ 
cording  devices  on  equipment  used  to 
pasteurize  or  otherwise  control  or  pre¬ 
vent  undesirable  microbial  growth  in  raw 
materials  and  finished  products.  Ma¬ 
terials  requiring  pasteurization  are  de¬ 
tailed  in  8  128c. 7(a)  (1)  of  the  regula¬ 
tion. 

35.  One  comment  considered  the  ±2* 
P  tolerance  for  the  accuracy  of  tem¬ 
perature  controlling,  measuring,  and  re¬ 
cording  devices  on  equipment  used  to 
control  or  prevent  undesirable  microbial 
growth  in  food  materials  to  be  restric¬ 
tive  and  recommended  that  the  toler¬ 
ance  be  changed  to  ±5°  P  if  one  must 
be  established.  The  reason  presented 
was  that  variations  in  temperature  are 
not  important  as  long  as  the  tempera¬ 


ture  is  maintained  within  the  specified 
range. 

The  Commissioner  believes  that  the 
tolerance  on  temperature  controlling, 
measuring,  and  recording  devices  should 
be  defined,  whenever  feasible,  in  order 
to  maintain  actual  and  observed  tem¬ 
peratures  within  limits  that  are  not  mis¬ 
leading.  He  is  therefore  retaining  the 
±2*  P  tolerance  for  such  devices  on 
equipment  used  to  control  or  prevent 
undesirable  microbial  growth  in  raw  ma¬ 
terials  or  finished  products. 

36.  One  comment  recommended  that 
temperatures  be  indicated  in  degrees 
Centigrade  as  well  as  degrees  Pahrenheit 
to  allow  adjustment  to  the  metric  system. 

Since  American  manufacturers  pres¬ 
ently  use  Fahrenheit  thermometers  to 
monitor  their  processes,  the  Commis¬ 
sioner  sees  no  need  at  this  time  to  in¬ 
clude  a  Centigrade  scale.  Upon  the  adop¬ 
tion  of  the  metric  system,  an  across- 
the-board  revision  will  be  made  of  all 
regulations.  In  any  event,  conversion 
tables  are  readily  available. 

37.  One  comment  regarding  §  128c.4 
(f),  §  128c.4(e)  in  the  final  order,  re¬ 
quested  that  the  requirements  of  this 
paragraph  with  respect  to  freezer  and 
cold  storage  compartments  used  for  stor¬ 
ing  or  holding  materials  capable  of 
supporting  growth  of  microorganisms  be 
changed  so  as  not  to  apply  to  compart¬ 
ments  that  are  present  but  not  used  for 
the  stated  purpose. 

The  Commissioner  concludes  that  it  is 
unnecessary  to  make  the  change  re¬ 
quested  because  he  regards  the  require¬ 
ment  as  presently  written  to  be  clearly 
applicable  only  to  those  compartments 
which  are  actually  used. 

38.  One  comment  agreed  with  the  re¬ 
quirement  that  cooling  tunnels  have  ac¬ 
cess  doors  or  other  provisions  to  permit 
cleaning  of  the  interior  and  suggested 
that  the  requirement  be  presented  as 
a  separate  paragraph. 

The  Commissioner  agrees  that  the 
subject  of  cooling  tunnels  should  be  the 
subject  of  a  separate  paragraph  and  has 
accorded  it  attention  as  a  new  para¬ 
graph  (f)  under  5  128c.4. 

Personnel  Sanitation  Facilities 

39.  Two  comments  regarded  the  pro¬ 
vision  for  hand  sanitizing  preparations 
as  a  requirement  for  hand  dip  stations 
under  5  128c.5(a).  They  claimed  that  in 
chocolate  and  candy  manufacture,  such 
wet  facilities  can  be  a  source  of  trouble 
when  located  in  certain  processing  areas 
or  that  the  effectiveness  of  sanitizing 
solutions  is  negated  by  the  necessity  for 
drying  the  hands.  Among  the  comments, 
one  requested  that  the  location  of  the 
sanitizing  facilities  be  clarified  and  a 
second  recommended  that  the  require¬ 
ment  for  them  be  deleted. 

The  Commissioner  considers  the  use  of 
hand  sanitizing  preparations  as  a  neces¬ 
sary  precautionary  practice.  He  points 
out  that  the  regulation  requires  only  that 
the  facilities  be  readily  accessible  and 
effective.  Beyond  that,  the  selection  of 
type  and  location  is  left  to  the  discretion 
of  the  manufacturer. 


40.  One  comment  expressed  general 
agreement  with  the  section  on  personnel 
sanitation  but  stated  that  hand  wash¬ 
ing  facilities  should  be  required  in  open 
production  areas  where  unprotected  food 
is  handled  in  order  to  prevent  recontam¬ 
ination  from  contact  with  doors  and 
knobs.  For  the  same  reason,  the  comment 
recommended  changing  the  provision  for 
water  control  valves  so  designed  and  con¬ 
structed  as  to  prevent  recontamination 
of  clean,  sanitized  hands  from  advisory 
to  mandatory. 

The  Commissioner  notes  that  the  regu¬ 
lation  does  not  preclude  the  installation 
of  hand  washing  and  sanitizing  facilities 
in  production  areas  when  feasible.  How¬ 
ever,  their  location  is  left  to  the  discretion 
of  the  manufacturer  because,  as  noted 
above,  wet  facilities  in  the  production 
area  can  be  a  source  of  trouble  in  some 
processes.  With  respect  to  the  design  of 
water  control  valves,  the  Commissioner 
points  out  that  paragraph  (c)  of  3  128c.5 
is  a  mandatory  provision  of  the  regula¬ 
tion  intended  to  ensure  that  employees’ 
hands  are  washed  and  sanitized  under 
the  circumstances  described.  The  facili¬ 
ties  must  be  designed  so  as  to  permit  com¬ 
pliance  with  this  requirement.  The  refer¬ 
ence  in  paragraph  (a)  to  the  design  of 
water  control  valves  was  included  as 
guidance  to  the  manufacturer  as  one  ap¬ 
proach  to  such  compliance.  If  manage¬ 
ment  can  ensure  that  employees’  hands 
are  santized  and  not  recontaminated  be¬ 
fore  starting  to  work  without  using  such 
equipment  they  are  free  to  do  so. 

41.  One  comment  recommended  an  ad¬ 
dition  to  3  128c.5(a)  to  provide  that  waste 
receptacles  be  constructed  in  a  clean, 
sanitary  manner  and  be  provided  with 
covers. 

The  Commissioner  has  considered  this 
comment  and  wishes  to  make  it  clear  that 
the  sanitary  and  safe  condition  of  the 
food  is  his  concern  rather  than  the  de¬ 
tails  relating  to  receptacles  for  refuse. 
Accordingly,  he  has  revised  paragraph 
(a)  in  the  regulation  to  require  that  the 
receptacles  be  constructed  and  main¬ 
tained  so  as  to  prevent  product  contam¬ 
ination.  Within  that  limitation,  he  has 
left  the  details  of  their  design  and  the  use 
of  covers  to  the  discretion  of  the  manu¬ 
facturer.  The  Commissioner  also  has  re¬ 
designated  the  receptacles  as  “refuse  re¬ 
ceptacles”  to  avoid  confusion  with  the 
word  “waste"  which  is  defined  in  5  128c.l 

(g). 

42.  One  comment  requested  the  addi¬ 
tion  of  a  provision  to  clarify  that  gloves 
complying  with  the  requirements  of 
§  128.8(b)  (4)  of  the  “umbrella”  GMP  can 
be  used. 

The  Commissioner  is  not  making  the 
addition  requested  because  the  regula¬ 
tion  does  not  preclude  the  use  of  gloves 
when  appropriate,  and  the  conditions  for 
their  use  are  adequately  covered  by  the 
“umbrella”  GMP. 

43.  Pour  comments  considered  it  man¬ 
agement’s  responsibility  to  enforce  the 
requirements  for  hand  washing  and  sani¬ 
tizing  under  3  128c.5(c).  They  indicated 
that  it  is  not  feasible  in  every  operation 
to  assign  the  responsibility  to  supervl- 
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sors  or  that  to  do  so  would  be  a  step 
backward  in  management-employee  re¬ 
lationships.  They  recommended  either 
that  the  responsibility  be  assigned  to 
management  and/or  supervisors  or  that 
the  paragraph  be  reworded  as  a  directive 
to  the  employees. 

The  Commissioner  agrees  that  this  re¬ 
sponsibility  properly  belongs  to  manage¬ 
ment  and  has  revised  the  regulation  ac¬ 
cordingly.  The  regulation  does  not  pre¬ 
clude  delegation  by  management  of  con¬ 
trol  of  the  operations,  provided  that  the 
stated  requirements  are  met. 

44.  One  comment  suggested'  that  an 
impossible  burden  would  be  imposed  on 
supervisory  personnel  if  they  are  required 
to  ensure  that  employees  wash  and  sani¬ 
tize  their  hands  under  all  necessary 
circumstances.  The  comment  thus 
recommended  changing  the  phrase  “to 
ensure”  to  “so  that.”  It  also  recom¬ 
mended  making  the  requirement  appli¬ 
cable  when  hands  have  actually  become 
soiled  or  contaminated  rather  than  when 
they  may  have  become  soiled  or  con¬ 
taminated. 

The  Commissioner  believes  that  the 
burden  of  complying  with  this  provision 
of  the  regulation  is  no  less  a  responsi¬ 
bility  of  management  than  is  compli¬ 
ance  with  its  other  provisions.  With  the 
method  for  implementing  the  required 
control  left  to  the  discretion  of  the 
manufacturer,  the  Commissioner  regards 
the  requirement  as  a  reasonable  one  as 
well  as  a  necessary  one.  He  rejects  the 
suggestions  for  modifying  the  require¬ 
ment  because  the  changes  suggested 
would  negate  its  effectiveness.  It  is  not 
always  possible  to  tell  by  examination 
when  employees’  hands  have  become 
contaminated  as  such  contamination  is 
often  not  present  as  visible  soil.  It  is 
therefore  necessary  to  use  the  more  gen¬ 
eral  requirements  set  forth  in  the  regu¬ 
lation. 

45.  Two  comments  asked  what  de¬ 
gree  of  supervision  is  necessary  to  satisfy 
the  requirement  for  “sufficient  control” 
over  hand  washing  and  sanitizing  oper¬ 
ations. 

The  Commissioner  advises  that  “suf¬ 
ficient  control”  is  whatever  is  necessary 
to  see  that  employees  wash  and  sanitize 
their  hands.  This  may  be  a  supervisor’s 
visual  observation  and  control  or  any 
other  effective  means. 

Equipment  and  Utensil  Cleaning  and 
Sanitizing 

46.  One  comment  suggested  that 
§  128C.6,  which  deals  with  equipment  and 
utensil  cleaning  and  sanitizing,  should  be 
expanded  to  include  unused  equipment 
and  spare  parts. 

The  Commissioner  rejects  the  sug¬ 
gestion  to  expand  the  section  because  he 
considers  those  items  actually  used  as  the 
principal  ones  presenting  a  direct  poten¬ 
tial  for  contaminating  products.  The  pro¬ 
visions  of  this  section  would  of  course 
apply  to  unused  equipment  and  spare 
parts  when  they  are  put  into  use. 

47.  One  comment  requested  definition 
of  the  terms  “cleaning”  and  “sanitizing" 
in  S  128c.6(a)  and  asked  if  everything 
need  be  sanitized. 


The  Commissioner  points  out  that  the 
term  “sanitize”  is  defined  in  §  128.1(c)  of 
the  “umbrella”  GMP  as  the  “adequate 
treatment  of  surfaces  by  a  process  that 
is  effective  in  destroying  vegetative  cells 
of  pathogenic  bacteria  and  in  substan¬ 
tially  reducing  other  microorganisms”. 
The  term  “cleaning”  is  intended  to 
convey  its  commonly  accepted  mean¬ 
ing  of  removing  dirt,  filth,  and  extra¬ 
neous  matter  from  surfaces.  Sanitization 
of  equipment  is  necessary  to  the  extent 
that  it  is  needed  to  prevent  product  con¬ 
tamination. 

48.  One  comment  stated  that  there  is 
no  reason  to  single  out  “com  sirup”  under 
§  128c.6(b)  and  suggested  that  it  be 
changed  to  read  “nutritive  sweeteners  in 
liquid  form.” 

The  Commissioner  agrees  with  the 
comment  and  has  made  an  appropriate 
change  in  the  paragraph. 

49.  One  comment  was  critical  of  the 
sentence  in  §  128c.6(b)  pertaining  to 
possible  microbial  problems  associated 
with  the  wet  cleaning  of  certain  equip¬ 
ment  because  it  does  not  mention 
“sanitize”. 

The  Commissioner  points  out  that  the 
requirement  in  the  first  sentence  of  this 
paragraph  for  maintaining  food-contact 
surfaces  of  equipment  in  a  sanitary  con¬ 
dition  applies  to  all  equipment,  whether 
cleaned  by  wet  or  dry  methods. 

50.  One  comment  recommended  re¬ 
wording  the  limitation  on  the  use  of 
wet  cleaning  methods  in  §  128c.6(b)  to 
permit  properly  used  wet  cleaning 
methods  where  microbial  growth  could 
be  a  problem  due  to  improper  use  of  wet 
cleaning  methods. 

The  Commissioner  does  not  agree  that 
this  provision  needs  revision  since  the  re¬ 
quirement  as  written  in  the  regulation 
does  not  preclude  wet  cleaning  per¬ 
formed  in  a  manner  that  does  not  intro¬ 
duce  a  microbial  problem. 

51.  One  comment  stated  that  FDA 
should  spell  out  specific  conditions 
which  “shall”  be  observed  in  the  han¬ 
dling  of  insecticides  under  §  128c.6(c) 
since  they  are  not  spelled  out  in  Part 
128. 

The  Commissioner  believes  it  is  im¬ 
possible  to  give  detailed  instructions  in 
this  regulation  for  the  numerous  per¬ 
mitted  applications  of  pesticides  in  their 
multitude  of  compositions,  physical 
forms,  and  use  levels.  He  considers  it 
to  be  the  manufacturer’s  responsibility 
to  use  only  those  pesticides  bearing  a 
label  statement  providing  for  use  in  food 
manufacturing  areas  and,  also,  to  use 
them  within  the  label  restrictions.  Ques¬ 
tions  regarding  their  use  should  be  re¬ 
ferred  to  the  pesticide  supplier  or  to  the 
Environmental  Protection  Agency.  The 
food  manufacturer  must  not  use  a  pes¬ 
ticide  if  safe  conditions  for  its  use  can¬ 
not  be  devised  to  preclude  product 
contamination. 

Processes  and  Controls 

52.  One  comment  asked  whether  the 
quality  control  requirements  of  the  in¬ 
troductory  paragraph  to  {  128c. 7  are  a 
peculiar  need  of  confectionery  process¬ 
ing  and  If  so,  why  the  need  was  not 
spelled  out  in  the  preamble. 


The  Commissioner  explains  that  the 
requirements  of  this  paragraph  are  ap¬ 
plicable  generally  to  most  foods  and  that 
their  recital  at  this  point  in  the  regula¬ 
tion  was  intended  as  an  introduction  to 
the  more  specific  requirements  for  ca¬ 
cao  products  and  confectionery  enumer¬ 
ated  in  the  paragraphs  which  follow  in 
S  128C.7.  With  respect  to  identifying  the 
need  for  these  requirements  in  the  pre¬ 
amble  to  the  proposal,  the  Commissioner 
points  out  that  earlier  the  preamble  in¬ 
cluded  a  discussion  of  legal  actions 
against  adulterated  cacao  products  and 
confectionery,  of  consumer  complaint 
letters,  and  of  noncompliance  of  some 
cacao  product  and  confectionery  manu¬ 
facturing  plants  with  good  manufactur¬ 
ing  practices.  These  examples  illustrated 
that  adequate  quality  control  was  obvi¬ 
ously  lacking  in  the  processing  of  some 
of  these  products. 

53.  One  comment  stated  that  para¬ 
graph  (a)  of  §  128c.7  pertaining  to  the 
handling  of  raw  materials  neither  pro¬ 
vides  guidance  nor  clarifies  responsibili¬ 
ties  and  is  superfluous  because  its  re¬ 
quirements  are  provided  for  in  the  act. 

The  Commissioner  does  not  agree  and 
notes  that  paragraph  (a)  gives  specific 
direction  not  covered  elsewhere  for  han¬ 
dling  raw  materials  used  in  cacao  prod¬ 
ucts  and  confectionery  manufacturing. 
The  paragraph  also  allows  the  use  of  al¬ 
ternative  methods  for  ensuring  the  safety 
and  wholesomeness  of  the  product. 

54.  A  comment  suggested  that  §  128c.7 
(a)  and  (b)(4)  outline  bad  manufactur¬ 
ing  practices  in  that  they  allow  for  puri¬ 
fication  of  materials  and  killing  of 
pathogens  during  processing  rather  than 
emphasizing  purity  of  raw  materials.  The 
acceptability  of  purchasing  under  a  sup¬ 
plier’s  guarantee  was  also  questioned. 

The  Commissioner  points  out  that  the 
manufacturer  is  responsible  for  ensur¬ 
ing  that  his  finished  product  is  safe, 
clean,  wholesome,  and  free  of  patho¬ 
genic  microorganisms.  Whether  the 
manufacturer  chooses  to  pasteurize  raw 
materials  before  or  during  use  or  to  pur¬ 
chase  them  under  a  supplier’s  guarantee 
or  whether  he  choses  to  analyze  the  ma¬ 
terials  to  verify  that  they  are  in  com¬ 
pliance  is  his  prerogative.  The  Commis¬ 
sioner  considers  any  of  these  alterna¬ 
tives  to  be  consistent  with  good  manu¬ 
facturing  practices. 

55.  Three  comments  suggested  a 
change  in  the  wording  of  the  last  sen¬ 
tence  of  paragraph  (a)(1),  (2)  and  (3), 
which  identifies  alternative  methods  for 
complying  with  the  requirements  of  the 
respective  subparagraphs.  The  comments 
pointed  out  that  analyzing  materials  for 
pathogenic  microorganisms  is  not  a 
method  for  accomplishing  compliance 
with  the  requirements  but  serves  only  to 
establish  whether  materials  are  or  are 
not  in  compliance.  It  was  also  suggested 
that  the  statement  would  be  more  de¬ 
finitive  and  less  ambiguous  if  the  word 
“This”  were  replaced  by  “These  re¬ 
quirements.” 

The  Commissioner  concurs  with  the 
substance  of  these  comments  and  has 
reworded  the  sentence  in  question 
in  each  subparagraph  to  clarify  its 
meaning. 
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56.  Two  comments  suggested  the  addi¬ 
tion  of  an  appropriate  provision  that 
would  relate  the  requirements  of  §  128c.7 
(a)(1)  to  Pood  and  Drug  Administration 
guidelines  for  natural  or  unavoidable  de¬ 
fects  with  respect  to  pathogenic  micro¬ 
organisms.  It  was  stated  that  such  a 
provision  would  permit  deferring  to  fu¬ 
ture  definitions  a  decision  as  to  what  a 
pathogen  is.  A  third  comment  stated  that 
ensuring  freedom  from  pathogens  would 
be  impossible  based  on  statistical  testing. 

The  Commissioner  points  out  that  no 
tolerance  is  allowed  for  pathogens  in 
foods  and,  consequently,  there  are  no  ap¬ 
plicable  FDA  guidelines  for  such  con¬ 
tamination.  With  respect  to  the  defini¬ 
tion  of  pathogenic  microorganisms,  the 
Commissioner  considers  them  to  be  mi¬ 
croorganisms  capable  of  causing  illness 
or  disease  in  humans.  The  Commissioner 
realizes  that  statistical  testing  will  not 
ensure  absolute  freedom  from  pathogens. 
By  promulgating  GMP’s,  the  Commis¬ 
sioner  is  attempting  to  incorporate  pro¬ 
cedures  into  food  manufacturing  that 
will  avoid  pathogens  in  finished  prod¬ 
ucts.  The  statistical  testing  methods  be¬ 
ing  used  are  designed  to  measure  the  ef¬ 
fectiveness  of  these  procedures.  The 
Commissioner  believes  that  this  system 
represents  the  most  feasible  approach 
currently  available  for  protecting  the 
consumer  from  pathogens. 

57.  One  comment  recommended  that 
the  first  sentence  in  §  128c.7(a)  (1)  be 
clarified  so  as  to  indicate  that  the  word 
"materials”  in  the  sixth  line  includes  all 
of  those  previously  mentioned. 

The  Commissioner  has  adopted  the 
recommendation  by  inserting  "(i.e.,  milk, 
milk  products,  and  egg  products)  ”  after 
the  word  "materials.” 

58.  One  comment  stated  that  because 
of  the  inclusion  of  corn  meal  among  the 
raw  materials  identified  as  being  suscep¬ 
tible  to  aflatoxin  contamination  under 
§  128c. 7(a)  (2) ,  the  entire  text  of  this 
subparagraph  belongs  in  the  "umbrella” 
GMP. 

It  was  the  Commissioner’s  intent  to 
make  this  subparagraph  informative  to 
manufacturers  of  cacao  products  and 
confectionery  by  including  a  compre¬ 
hensive  list  of  food  materials  presently 
known  to  be  susceptible  to  aflatoxin  con¬ 
tamination.  Since  these  materials  are 
used  in  relatively  few  commodities,  the 
Commissioner  does  not  believe  their  list¬ 
ing  in  the  “umbrella”  GMP  is  warranted. 

59.  One  comment  considered  aflatoxins 
too  important  to  be  linked  to  natural  or 
unavoidable  defects  and  criticized  the 
use  of  action  levels  to  control  aflatoxins. 

The  Commissioner  advises  that  be¬ 
cause  aflatoxins  are  clearly  poisonous  or 
deleterious  substances,  the  phrase  “poi¬ 
sonous  or  deleterious  substances”  has 
been  substituted  for  the  phrase  “natural 
or  unavoidable  defects”. 

The  Commissioner  also  explains  that 
enforcement  of  established  action  levels 
has  been  effective  in  controlling  aflatoxin 
contamination.  Action  levels  are  as  en¬ 
forceable  as  tolerances.  These  levels  are 
subject  to  revision  as  new  information 
and  improved  methodology  pertaining  to 
aflatoxins  become  available. 


60.  One  comment  suggested  inserting 
the  word  "pathogenic”  before  “microor¬ 
ganisms”  in  §  128c.7(a)  (3)  for  consist¬ 
ency  with  paragraph  (a)(1). 

The  Commissioner  points  out  that 
whereas  paragraph  (a)(1)  pertains 
specifically  to  pathogenic  microorga¬ 
nisms,  paragraph  (a)(3)  is  concerned 
with  contamination  by  other  microorga¬ 
nisms. 

61.  One  comment  stated  that  more 
specifics  are  needed  regarding  unavoid¬ 
able  defect  action  levels  and  sieve  re¬ 
quirements  for  materials  described  in 
§  128c.7(a)  (3). 

The  Commissioner  points  out  that  de¬ 
fect  action  levels  that  have  been  estab¬ 
lished  for  many  materials  for  reasons  of 
aesthetics  are  applicable  to  cacao  prod¬ 
ucts  and  confectionery  without  their 
specific  incorporation  in  this  regulation. 
Revisions  of  and  amendments  to  these 
action  levels  also  would  be  applicable. 
The  Commissioner  concludes  that  ref¬ 
erence  to  Food  and  Drug  Administra¬ 
tion  action  levels  and  the  provision  in 
paragraph  (c)  (7)  and  (8)  of  §  128c.7  for 
the  use  of  equipment  to  remove  ex¬ 
traneous  materials  are  adequate  for  this 
GMP  regulation. 

62.  One  comment  labeled  the  action 
levels  as  outdated  and  said  their  exist¬ 
ence  provides  a  source  of  contamination. 
It  was  stated  that  such  action  levels  do 
not  meet  good  manufacturing  require¬ 
ments  for  raw  materials  or  finished 
products. 

The  action  levels  being  used  are  based 
on  the  best  information  available  to  the 
Commissioner  at  this  time.  These  action 
levels  are  being  updated  as  fast  as  new 
data  can  be  obtained.  The  Commissioner 
believes  that  compliance  with  these 
regulations  is  in  accordance  with  current 
good  manufacturing  practices  and  does 
not  add  avoidable  contamination  to 
food.  The  only  alternative  available  is  to 
use  a  zero  level  for  such  contamination 
which  is  not  feasible  since  It  would  re¬ 
sult  in  destruction  of  a  large  part  of  our 
food  supply. 

63.  One  comment  questioned  the  value 
of  holding  raw  materials  in  their  original 
containers  under  §  128c. 7(b) ,  partic¬ 
ularly  if  the  containers  are  filthy  or 
were  previously  stored  under  insanitary 
conditions. 

The  Commissioner  did  not  intend  to 
imply  a  special  significance  to  “original 
containers”  and  so  has  deleted  this  term 
with  the  understanding  that  original 
containers  may  be  suitable  in  some  cases 
for  holding  raw  materials.  He  also  has 
added  to  the  paragraph  a  requirement 
that  containers  for  holding  raw  ma¬ 
terials  be  maintained  so  as  to  prevent 
raw  material  contamination. 

64.  One  comment  said  it  was  neces¬ 
sary  to  change  the  term  “prevent”  in  the 
first  sentence  of  §  128c.7(b)  to  “deter" 
or  “resist”  because  it  was  felt  that  100 
percent  exclusion  of  contaminants,  as 
inferred  by  the  term  “prevent,”  is  impos¬ 
sible  in  commercial  food  production. 
Similar  comments  questioned  the  use  of 
the  word  “prevent”  in  S  128c.7(c)  (10) 
which  deals  with  the  prevention  of  con¬ 
tamination  during  the  cracking  of  cacao 


beans  and  in  §128c.7(f),  redesignated 
§  128c. 7(e)  in  the  final  order,  which 
deals  with  warehousing  and  distribution. 

The  Commissioner  does  not  agree  and 
he  is  retaining  the  word  “prevent”.  He 
points  out  that  the  intent  of  paragraph 
(b)  is  to  prescribe  storage  conditions 
which  will  ensure  that  raw  materials  will 
be  in  compliance  with  the  provisions  of 
the  act  as  they  relate  to  adulterated 
foods.  The  impetus  should  be  toward 
preventing  contamination  and  any  lesser 
direction  would  be  inappropriate.  The 
same  reasoning  applies  to  paragraph  (c) 
(10)  and  to  paragraph  (f),  paragraph 
(e)  in  the  final  order. 

65.  One  comment  said  the  prevention 
of  decomposition,  as  required  by  §  128c.7 
(b) ,  is  impossible  because  decomposition 
is  a  dynamic  process  which  occurs  as 
soon  as  a  product  is  grown  or  harvested. 

The  Commissioner  has  changed  the 
sentence  in  question  to  read  in  part, 
“*  •  *  to  prevent  their  adulteration 
due  to  contamination  or  decomposition.” 
He  believes  that  this  change  will  clarify 
the  point  so  that  decomposition  now 
refers  to  deteriorative  changes  from  an 
initial  condition  sufficient  to  constitute 
adulteration. 

66.  One  comment  requested  a  defini¬ 
tion  of  the  “short  periods  of  time”  that 
materials  capable  of  supporting  growth 
of  pathogenic  microorganisms  need  not 
be  stored  as  indicated  under  §  128c.7(b) 
(1). 

In  order  to  clarify  this  point  the  Com¬ 
missioner  has  rephrased  the  statement 
to  read  in  part,  “•  *  *  except  for  such 
period  of  time  actually  required  for  the 
processing  involved  and  which  does  not 
affect  the  wholesomeness  of  the  raw 
materials.” 

67.  Three  comments  stated  that  tem¬ 
peratures  of  0°  F  or  below  in  §  128c.7(b) 
(2)  are  not  necessary  for  storing  many 
frozen  materials  and  that  higher  tem¬ 
peratures  such  as  20°  F  are  adequate  for 
this  purpose. 

The  Commissioner  points  out  that 
paragraph  (b)  (2)  requires  only  that 
frozen  materials  be  kept  frozen  and 
recommends  that  the  storage  tempera¬ 
ture  be  0°  F  or  below. 

68.  A  comment  requested  more  detail 
on  the  filtered  air-intake  vents  on  stor¬ 
age  tanks  for  liquid  sugars  under 
§  128c. 7(b)  (3).  The  comment  questioned, 
whether  they  should  be  dust  tight  or  be 
capable  of  excluding  mold  and  bacteria. 

The  Commissioner  concludes  that  such 
detail  is  not  warranted  in  the  regulation 
and  leaves  to  the  manufacturer  the  selec¬ 
tion  of  filters  that  will  prevent  contam¬ 
ination. 

69.  One  comment  noted  the  absence  of 
a  reference  to  the  use  of  ultraviolet 
lights  as  a  means  of  controlling  micro¬ 
bial  growth,  particularly  as  it  might  ap¬ 
ply  to  controlling  mold  in  tanks  of  liquid 
sugars. 

The  Commissioner  points  out  that 
ultraviolet  lights  may  be  used  in  addi¬ 
tion  to  air-intake  filters  if  they  are  con¬ 
sidered  necessary  to  prevent  microbial 
growth. 

70.  Three  comments  recommended  de¬ 
leting  one  or  more  subdivisions  of 
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8  128c.7(b)  (4),  which  list  alternative 
means  for  precluding  the  growth  of 
pathogenic  microorganisms  in  liquid 
mixtures  containing  perishable  ma¬ 
terials.  The  means  described  were  said  to 
be  expensive,  wasteful,  and  unnecessary 
for  all  but  the  most  sensitive  materials. 

The  Commissioner  considers  it  im¬ 
portant  to  require,  as  does  this  subpara¬ 
graph,  that  measures  be  taken  either  to 
preclude  the  growth  of  pathogenic  micro¬ 
organisms  or  to  destroy  them  in  these 
liquid  mixtures.  The  alternative  holding 
and  processing  methods  which  follow  the 
requirement  are  merely  advisory  pro¬ 
cedures  for  achieving  the  required  free¬ 
dom  from  these  microorganisms. 

71.  One  comment  requested  an  addi¬ 
tion  to  S  128c.7(c)(l)  to  allow  for  de¬ 
frosting  of  frozen  egg  products  by  the 
quickest  method  possible  which  does  not 
significantly  increase  the  microbial  load. 

The  Commissioner  is  not  incorporat¬ 
ing  the  addition  requested  because  he 
does  not  believe  it  represents  a  signifi¬ 
cant  change  in  the  requirements  of  this 
subparagraph.  He  points  out  that  the 
regulation  merely  requires  that  frozen 
egg  products  be  defrosted  in  a  sanitary 
manner  and  by  such  methods  that  their 
wholesomeness  is  not  adversely  affected. 
The  indicated  time  and  temperature 
limitations  are  presented  as  advisory  pro¬ 
cedures. 

72.  Three  comments  on  §  128c.7(c)  (3) 
and  (4)  asked  how  long  rework  can  be 
stored  or  held  before  it  is  required  to  be 
examined  as  a  raw  material  before  re¬ 
processing. 

The  Commissioner  considers  that  the 
diverse  nature  of  materials  that  might  be 
defined  as  rework  and  the  rework  stor¬ 
age  or  holding  conditions  are  such  that 
a  time  limit  cannot  be  specified  for  hold¬ 
ing  rework  without  possible  reexamina¬ 
tion.  He  has  modified  §  128c.7(c)(3)  so 
that  both  rework  and  return  are  con¬ 
sidered  as  raw  materials.  Examination 
and  testing  of  rework  and  return  shall 
be  carried  out  as  necessary  to  implement 
quality  control  procedures  for  prevent¬ 
ing  product  contamination  ( §  128c. 7) . 

73.  One  comment  with  reference  to 
8  128c.7(c)  (3)  and  (4)  suggested  the 
addition  of  a  requirement  that  con¬ 
tainers  for  rework  and  waste  be  emptied 
and  steam-cleaned  daily. 

The  Commissioner  has  amended 
8  128c.7(c)  (3)  and  (4)  to  state  clearly 
the  requirements  and  to  suggest  methods 
whereby  they  may  be  met.  -  He  agrees 
that  the  daily  emptying  and  steam  clean¬ 
ing  of  containers  for  rework  and  waste 
may  prevent  product  contamination  and 
is  not  precluded  by  the  regulation.  How¬ 
ever,  any  method  that  keeps  the  waste 
from  contributing  directly  or  indirectly 
to  product  contamination  is  satisfactory, 
and  the  Commissioner  can  see  no  useful 
purpose  in  insisting  on  a  single  method. 

74.  One  comment  suggested  that  in 
8  128c.7(c)  (5) ,  the  wording  of  the  phrase 
“•  •  •  cross-contamination  between  •  •  • 
these  materials  and  refuse”  be  reversed 
so  as  to  read,  “*  •  *  cross-contamination 
between  •  •  •  refuse  and  these  mate¬ 
rials,”  thus  Indicating  that  refuse  is  the 
source  of  contamination. 


The  Commissioner  has  made  this 
change  in  the  order  for  the  reason  stated. 

75.  One  comment  requested  clarifica¬ 
tion  as  to  the  type  of  protection  against 
contamination  that  is  required  by 
8  128c. 7(c)  (5). 

The  Commissioner  is  not  making  such 
an  addition  to  §  128c.7(c)  (5)  because  he 
is  of  the  opinion  that  the  type  of  protec¬ 
tion  used  to  prevent  contamination 
should  be  decided  by  the  manufacturer. 

76.  One  comment  considered  the  refer¬ 
ence  to  cross-contamination  to  be  un¬ 
necessary  because  of  the  provision  in 
8  128c.3  for  separating  operations  to  pre¬ 
vent  contamination. 

Although  the  Commissioner  agrees 
that  there  may  be  some  repetition,  he  is 
retaining  the  reference  to  cross-contami¬ 
nation  in  §  128c.7(c)  (5)  because  he  be¬ 
lieves  that  it  amplifies  and  lends  desira¬ 
ble  emphasis  to  the  provisions  of  8  128c.3, 
particularly  with  respect  to  contamina¬ 
tion  from  refuse  and  to  protection  of  ma¬ 
terials  transported  by  conveyor,  which 
are  not  specifically  mentioned  elsewhere 
in  the  regulation. 

77.  Three  comments  on  §  128c.7(c)  (7) 
and  (8)  asked  who  will  determine  when 
and  what  devices  shall  be  utilized  to  pre¬ 
vent  the  inclusion  of  metal  or  other  ex¬ 
traneous  material  in  the  finished  product 
as  required  by  paragraph  (c)(7).  The 
comments  considered  that  it  should  be 
management’s  responsibility  to  make 
those  decisions. 

The  Commissioner  agrees  that  it  is  the 
manufacturer’s  responsibility  to  establish 
the  detailed  conditions  that  define  proc¬ 
essing  operations  that  are  necessary  for 
meeting  stated  requirements  of  the  regu¬ 
lation.  Section  128c.7(c)(7)  has  been  re¬ 
vised  in  the  order  to  remove  the  phrase 
“where  necessary”  which  appears  to  have 
been  a  source  of  uncertainty  for  those 
who  commented. 

78.  One  comment  stated  that  8  128c.7 
(c)  (?)  and  (8)  should  be  more  specific 
concerning  sieve  sizes,  their  manners  of 
use,  and  other  details  to  make  these  para¬ 
graphs  definitive  of  good  or  bad  manu¬ 
facturing  processes. 

As  indicated  above,  the  Commissioner 
considers  it  to  be  the  manufacturer’s  re¬ 
sponsibility  to  establish  these  points 
based  on  specific  needs.  Also,  for  the  rea¬ 
son  given  above,  8  128c.7(c)  (8)  has  been 
revised  to  omit  the  phrase  “whenever 
necessary.” 

79.  One  comment  suggested  that  under 
8  128c.7(c)  (10)  the  handling  and  holding 
of  materials  resulting  from  cacao  bean 
cracking  operations,  in  a  manner  to  pre¬ 
vent  product  contamination,  can  be  facil¬ 
itated  by  holding  them  in  a  separate 
building. 

The  Commissioner  views  the  comment 
as  expressing  one  method  of  meeting  this 
requirement  but  points  out  that  the  regu¬ 
lation  as  proposed  would  permit  the  use 
of  this  procedure  or  any  other  that  is  ef¬ 
fective  in  preventing  product  contamina¬ 
tion. 

80.  One  comment  stated  that  In 
8  128c.7(d)  the  word  “shall”  which  intro¬ 
duces  the  requirement  for  testing  is  in¬ 
compatible  with  the  “as  necessary”  con¬ 
dition  which  follows  it. 


The  Commissioner  recognizes  that  the 
combination  of  “shall"  and  “as  neces¬ 
sary”  may  lead  to  uncertainty  as  to  the 
circumstances  when  testing  would  be 
called  for  and,  also,  as  to  the  required 
frequency  of  testing.  In  view  of  the  fact 
that  appropriate  quality  control  proce¬ 
dures  are  required  by  the  introductory 
paragraph  of  §  128c.7,  the  Commissioner 
has  reconsidered  the  matter  of  testing. 
He  has  concluded  that  a  specific  provi¬ 
sion  for  testing  is  unnecessary  and,  ac¬ 
cordingly,  has  deleted  it  from  the  regu¬ 
lation.  The  remaining  provisions  of 
§128c.7(d)  of  the  proposal  relating  to  the 
disposal  or  reconditioning  of  adulterated 
material  have  been  redesignated  para¬ 
graph  (c)  (11).  Paragraphs  (e)  and  (f) 
have  been  redesignated  paragraphs  (d) 
and  (e) ,  respectively. 

81.  One  comment  on  §  128c.7(d)  recom¬ 
mended  replacing  the  word  “ensure” 
with  “ascertain.”  It  was  asserted  that  100 
percent  consumption  of  the  product  in 
testing  would  be  required  to  ensure  com¬ 
pliance  with  the  requirement. 

The  deletion  of  the  provision  for  test¬ 
ing  (see  paragraph  80  above)  makes  it 
unnecessary  to  consider  the  suggested 
change  in  wording. 

82.  One  comment  stated  that  the  test¬ 
ing  requirements  of  §  128c.7(d)  would 
present  manufacturers  with  a  cost  bur¬ 
den  which,  in  some  instances,  may  prove 
ruinous.  The  comment  described  the  test¬ 
ing  of  both  in-process  materials  and 
finished  products  as  duplicative  and 
stated  that  products  might  be  ready  for 
shipment  before  in-process  test  results 
are  available. 

Although  the  specific  reference  to  test¬ 
ing  has  been  deleted  from  the  regulation 
(see  paragraph  80  above),  the  Commis¬ 
sioner  believes  that  testing  may  be  a 
necessary  part  of  an  effective  quality  con¬ 
trol  program.  He  recognizes  that  in  some 
instances  it  may  be  necessary  to  test  both 
in-process  materials  and  finished  prod¬ 
ucts  to  prevent  contaminated  products 
from  being  offered  to  consumers.  He  en¬ 
courages  the  investment  in  testing  in  the 
absence  of  effective  alternatives  and 
points  out  that  the  required  frequency 
and  extent  of  testing  are  to  be  deter¬ 
mined  by  the  manufacturer  based  on  his 
particular  needs. 

83.  One  comment  was  critical  of  the 
provision  in  8  128c.7(d)  which  permits, 
when  feasible,  the  reconditioning  of  adul¬ 
terated  material.  The  comment  was  also 
critical  of  what  it  described  as  a  com¬ 
plete  dependence  on  reexamination  of  re¬ 
conditioned  materials  for  ensuring  prod¬ 
uct  purity. 

The  Commisisoner  points  out  that  the 
proposed  regulation  provides  for  recon¬ 
ditioning  of  adulterated  material  as  an 
alternative  to  disposal  only  when  re¬ 
conditioning  to  a  wholesome  condition, 
as  verified  by  examination,  is  feasible. 
The  material  must  be  disposed  of  when 
it  cannot  be  restored  to  a  condition  that 
makes  it  suitable  for  use  as  human  food. 
It  is  the  Commissioner’s  view  that  these 
requirements  are  consistent  with  widely 
accepted  good  manufacturing  practice. 

84.  One  comment  expressed  the  opin¬ 
ion  that  in  the  event  or  question  of  con- 
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tamination  a  manufacturer  should  be  al¬ 
lowed  the  option  of  risking  the  loss  of 
his  entire  inventory  rather  than  having 
to  comply  with  the  requirement  of 
§  128c. 7(e)  for  mandatory  coding  of  ship¬ 
ping  containers. 

The  Commissioner  points  out  that  the 
purpose  of  coding  is  to  expedite  the  recall 
of  adulterated  food  and  that  the  risks 
involved  are  not  solely  economic  nor  are 
they  borne  exclusively  by  the  manu¬ 
facturer.  The  Food  and  Drug  Adminis¬ 
tration  monitors  the  recall  procedure  as 
part  of  its  role  in  protecting  the  public 
health,  and  the  entire  process  can  be 
expedited  when  questionable  lots  are 
identified  by  their  code  marks.  Accord¬ 
ingly,  this  requirement  is  retained  under 
§  128c.7(d)  of  the  order. 

85.  Three  comments  recommended 
changes  that  would  make  the  require¬ 
ments  for  coding  more  flexible.  One 
recommended  revised  wording  to  direct 
that  code  marks  be  at  a  readily  visible 
location  and  not  necessarily  on  the  outer 
layer  of  finished  product  packages.  A 
second  comment  suggested  that  code 
marks  for  identifying  a  packaging  lot  be 
allowed  as  an  alternative  to  the  identifi¬ 
cation  of  product  lot.  The  stated  purpose 
Is  to  allow  for  meaningful  coding  of 
packages  which  contain  mixtures  of  dif¬ 
ferent  product  lots  such  as  assorted 
chocolates.  A  third  comment  recom¬ 
mended  that  plant  identification  not  be 
mandatory  for  products  produced  only 
in  one  plant. 

The  Commissioner  has  revised  the 
regulation,  as  suggested  by  the  first  com¬ 
ment,  to  require  that  code  marks  on  the 
finished  product  package  be  visible  on 
the  unopened  package.  He  believes  that 
the  change  removes  the  uncertainty  as 
to  what  constitutes  the  outer  layer  and 
allows  for  greater  flexibility  in  package 
coding.  He  has  further  changed  the 
regulation  to  remove  the  mandatory  re¬ 
quirement  for  placing  the  code  marks  on 
the  shipping  container  and  to  provide 
the  manufacturer  with  the  flexibility  to 
code  either  the  shipping  container  or  the 
finished  product  package,  or  both,  if  he 
so  desires.  The  Commissioner  also  has  re¬ 
vised  the  regulation  to  Incorporate  the 
second  suggestion  that  identification  of 
packaging  lots  be  permitted  as  an  alter¬ 
native  to  identifying  product  lots.  The 
alternative  would  be  applicable  to  situa¬ 
tions  in  which  identification  of  product 
lot  is  impracticable  or  impossible,  e.g., 
the  coding  of  boxes  containing  assorted 
chocolates  which  may  be  manufactured 
in  different  departments  on  different 
dates.  With  reference  to  the  third  com¬ 
ment,  the  Commissioner  is  retaining  the 
requirement  for  plant  identification. 
When  a  product  is  implicated  in  a  pos¬ 
sible  threat  to  consumer  health,  it  is  im¬ 
portant,  as  Indicated  in  paragraph  84 
above,  that  the  Commissioner  be  able  to 
identify  the  point  of  manufacture  as 
rapidly  as  possible.  Inasmuch  as  coding 
of  products  is  required  in  any  event,  the 
Commissioner  believes  that  the  complete 
coding  required  by  the  regulation  does 
not  impose  an  additional  burden  on  the 
manufacturer. 


86.  Two  comments  requested  a  reword¬ 
ing  of  §  128c.7(f) ,  §  128c.7(e)  in  the 
final  order,  to  limit  the  manufacturer’s 
responsibility  for  warehousing  and  dis¬ 
tribution  only  to  products  being  trans¬ 
ported,  stored,  or  held  for  sale  in  facili¬ 
ties  under  his  control. 

The  Commissioner  is  of  the  opinion 
that  the  provisions  in  the  regulation  for 
controlling  the  storing,  holding,  and 
transporting  of  finished  products  are  ap¬ 
propriate  components  of  the  GMP  regu¬ 
lation  whether  or  not  each  of  these  op¬ 
erations  beyond  the  actual  manufactur¬ 
ing  stage  is  under  the  control  of  the 
manufacturer.  In  the  event  of  a  viola¬ 
tion,  the  question  of  accountability 
would,  of  course,  be  resolved  so  that  regu¬ 
latory  action  would  be  directed  at  the 
responsible  party.  The  course  of  action 
to  be  followed  in  implementing  this  regu¬ 
lation  is  neither  unique  nor  a  matter  to 
be  addressed  within  the  regulation. 

87.  Another  comment  suggested  that 
the  provision  for  minimizing  deteriora¬ 
tion  of  product  quality  should  be  re¬ 
moved  because  it  refers  to  aesthetic  qual¬ 
ity  rather  than  product  safety.  Accord¬ 
ing  to  the  comment,  the  regulation  of 
product  quality  goes  beyond  the  scope  of 
the  GMP  regulation  and  the  statutory 
authority  of  the  Food  and  Drug  Admin¬ 
istration. 

The  Commissioner  agrees  that  deterio¬ 
ration  of  product  quality  is  not  related 
to  the  provisions  of  section  402(a)  of  the 
act  and  has  therefore  deleted  that  part  of 
paragraph  (f)  (paragraph  (e)  in  the 
order)  pertaining  to  product  quality. 

88.  One  comment  expressed  concern 
that  the  broad  recordkeeping  require¬ 
ments  of  §  128c. 8  provide  no  protection  of 
trade  secrets  or  other  confidential  in¬ 
formation. 

The  Commissioner  agrees  that  deterio- 
safeguarding  of  confidential  information 
that  may  be  included  among  the  records 
required  by  this  section  does  not  present 
a  unique  situation.  The  Food  and  Drug 
Administration  will  take  adequate  pro¬ 
tective  measures  for  such  information  as 
it  does  for  the  large  volumes  of  other 
confidential  information  entrusted  to  it. 

89.  The  Commissioner  notes  that  para¬ 
graph  (b)  of  §  128c. 8  prescribes  mini¬ 
mum  periods  of  time  that  certain  proc¬ 
essing  and  production  records  shall  be 
maintained,  but  that  paragraphs  (a)  and 
(c)  do  not  specify  time  periods  for  main¬ 
taining  other  required  records.  He  con¬ 
siders  it  appropriate  to  apply  the  same 
time  requirements  uniformly  to  all  rec¬ 
ords  required  by  the  regulation  and  has 
incorporated  such  a  requirement  in  a  new 
paragraph  (d)  of  this  section. 

90.  One  comment  suggested  a  reword¬ 
ing  of  §  128c.8(a)  to  require  records  of 
examinations  or  of  suppliers  guarantees 
or  certifications,  but  not  both. 

The  Commissioner  rejects  the  sugges¬ 
tion  and  reaffirms  the  position  that  rec¬ 
ords  of  examinations  and  of  guarantees 
or  certifications  shall  be  maintained  for 
a  specified  period  of  time  when  such 
records  exist.  He  points  out,  however, 
that  there  is  no  section  of  the  regula¬ 
tion  which  requires  the  manufacturer 


both  to  perform  examinations  and  to  ob¬ 
tain  guarantees  or  certifications  on  the 
same  materials. 

91.  Two  comments  on  §  128c.8(b) 
stated  that  the  examination  of  process¬ 
ing  and  production  records  by  the  Food 
and  Drug  Administration  should  be  re¬ 
stricted  only  to  those  situations  where 
examination  of  these  records  is  necessary 
for  the  protection  of  public  health  or  if 
a  specific  health  problem  arises. 

The  Commissioner  considers  that  the 
examination  of  records  is  intended  to 
detect  and  correct  deficiencies  in  proc¬ 
essing  or  production  before  they  mani¬ 
fest  themselves  as  public  health  prob¬ 
lems.  This  principle  of  prevention  of 
problems  by  good  manufacturing  prac¬ 
tice  is  the  purpose  of  the  regulation. 

92.  Two  comments  claimed  that  the 
requirement  of  §  128c. 8(c)  for  maintain¬ 
ing  records  to  identify  the  initial  distri¬ 
bution  of  finished  products  would  impose 
a  costly  burden  on  the  manufacturer 
without  benefit  to  the  consumer. 

The  Commissioner  is  of  the  opinion 
that  the  benefits  to  the  consumer  from 
this  requirement  are  clear.  It  would  ex¬ 
pedite  the  recall  of  dangerous  or  poten¬ 
tially  dangerous  products  from  the  mar¬ 
ket.  He  considers  the  requirement  to  be 
a  logical  companion  to  the  one  for  cod¬ 
ing  (discussed  in  paragraph  84  above), 
and  that  it  serves  the  same  purpose  in 
protecting  the  public  health.  The  rapid 
identification  of  suspected  food  lots  by 
their  code  marks  together  with  a  knowl¬ 
edge  of  the  meaning  of  the  code  marks 
and  a  knowledge  of  their  distribution  can 
make  a  recall  much  easier  and  faster 
and  thus  result  in  increased  consumer 
protection. 

The  Commissioner  has  concluded  that 
the  proposal  previously  referred  to, 
together  with  the  comments  received, 
form  the  basis  for  a  good  manufacturing 
practice  regulation  for  cacao  products 
and  confectionery.  In  addition  to  amend¬ 
ing  the  proposal  to  reflect  the  comments 
received,  the  Commissioner  has  modified 
portions  of  the  proposal  as  he  considered 
to  be  necessary  for  the  implementation 
of  the  proposed  regulation.  Accordingly, 
having  evaluated  the  comments  received 
and  other  relevant  material,  the  Com¬ 
missioner  concludes  that  the  regulation 
should  be  promulgated  as  set  forth 
below. 

The  Commissioner  has  set  an  effective 
date  of  August  4,  1975  for  this  final 
order.  However,  the  Commissioner  be¬ 
lieves  it  is  reasonable  to  extend  the  ef¬ 
fective  date  in  those  instances  where 
compliance  with  particular  provisions 
requires  the  installation  of  equipment  or 
facilities  which  are  in  short  supply  and 
where  the  manufacturer  is  able  to  dem¬ 
onstrate  that  this  is  causing  significant 
problems  to  the  extent  he  needs  addi¬ 
tional  time  for  complete  compliance. 
Where  this  is  demonstrated,  the  Com¬ 
missioner  will  grant  an  extension  of  the 
effective  date  for  up  to  December  1, 1975. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  402(a)  (4) ,  409,  701  (a) ,  52  Stat. 
1046,  1055,  72  Stat.  1785-1788;  21  U.S.C. 
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342(a)(4),  348,  371(a))  and  under  au¬ 
thority  delegated  to  the  Commissioner 
(21  CFR  2.120),  Chapter  I  of  Title  21 
is  amended  by  adding  a  new  Part  128c 
to  read  as  follows : 

PART  128c— CACAO  PRODUCTS  AND 
CONFECTIONERY 

Sec. 

128c. 1  Definitions. 

128c .2  Current  good  manufacturing  prac¬ 
tice. 

128c.3  Plants  and  grounds. 

128c.4  Equipment  and  utensils. 

128c .5  Personnel  sanitation  facilities. 

128c  .6  Equipment  and  utensil  cleaning  and 
sanitizing. 

128c.7  Processes  and  controls. 

128c  .8  Records. 

Authokitt:  Secs.  402(a)(4),  409,  701(a), 
52  Stat.  1046,  1055,  72  Stat.  1785-1788  (21 
UJS.C.  842(a)  (4),  348,  371(a)). 

§  128c.l  Definitions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  definitions  apply: 

(a)  “Cacao  products”  means  any  form 
of  chocolate,  chocolate  product,  cocoa,  or 
cocoa  product.  Such  foods  include  but 
are  not  limited  to  cacao  nibs,  sweet  choc¬ 
olate,  milk  chocolate,  other  foods  stand¬ 
ardized  by  Part  14  of  this  chapter,  and 
chocolate  sirup.  They  do  not  include  the 
raw  cacao  bean,  extracts,  flavoring  de¬ 
rived  from  such  extracts,  and  chocolate- 
or  cocoa-flavored  foods. 

(b)  “Confectionery"  means  candy  and 
other  food  products  made  with  sweet¬ 
eners,  and  frequently  prepared  with  col¬ 
orings,  flavorings,  milk  products,  cacao 
products,  nuts,  fruits,  starches,  and  other 
materials.  Such  foods  include  but  are  not 
limited  to  fros tings,  toppings,  and  cake 
decorations.  They  do  not  include  chew¬ 
ing  gum,  sauces,  sirups,  jellies,  jams,  pre¬ 
serves,  cakes,  or  cookies. 

(c)  “Lot”  means  a  collection  of  pri¬ 
mary  containers  or  units  of  the  same 
size,  type  and  style,  containing  finished 
product  produced  under  conditions  as 
nearly  uniform  as  possible,  designated 
by  a  common  container  code  or  mark¬ 
ing,  and,  in  any  event  no  more  than  a 
day’s  production. 

(d)  “Return”  means  clean,  wholesome 
product(s)  returned  to  the  manufacturer 
for  reprocessing  for  reasons  other  than 
insanitary  conditions  and  which  is  suit¬ 
able  for  use  as  food. 

(e)  “Rework”  means  clean,  wholesome 
product(s)  removed  from  processing  for 
reasons  other  than  insanitary  conditions 
and  which  is  suitable  for  reprocessing 
and  for  use  as  food. 

(f)  “Shall”  refers  to  mandatory  re¬ 
quirements  and  “should”  refers  to  rec¬ 
ommended  or  advisory  procedures  or 
equipment. 

(g)  “Waste”  means  product  rejected 
due  to  adulteration  that  renders  it  un¬ 
suitable  for  use  as  human  food. 

§  128c. 2  Current  good  manufacturing 
practice. 

(a)  The  criteria  and  definitions  In 
Part  128  of  this  chapter  shall  apply  in 
determining  whether  the  facilities, 
methods,  practices,  and  controls  used 
for  the  manufacture,  processing,  pack¬ 


ing,  or  holding  of  cacao  products  and 
confectionery  are  in  conformance  with 
and  are  operated  or  administered  in 
conformity  with  good  manufacturing 
practices  to  produce,  under  sanitary 
conditions,  food  for  human  consump¬ 
tion. 

(b)  The  criteria  in  §§  128c. 3  through 
128c.8  set  forth  additional  standards  to 
be  applied  in  evaluating  the  methods  and 
procedures  used  in  the  manufacture, 
processing,  packaging,  packing,  or  hold¬ 
ing  of  cacao  products  and  confectionery. 

(c)  Pertinent  criteria  from  Part  128  of 
this  chapter  have  been  incorporated  into 
§§  128c. 3  through  128c.8  to  emphasize 
critical  control  points  in  the  manufac¬ 
ture,  processing,  packaging,  packing,  or 
holding  of  cacao  products  and  confec¬ 
tionery. 

§  128c. 3  Plants  and  grounds. 

Effective  measures  shall  be  taken  to 
prevent  contamination  of  products,  raw 
materials,  or  packaging  materials  with 
microorganisms,  chemicals,  filth,  or 
other  extraneous  material.  This  may  be 
accomplished  by  separating  the  follow¬ 
ing  operations  by  partition,  location,  air 
flow,  enclosed  systems,  or  other  effective 
means: 

(a)  Receiving. 

(b)  Raw  material  storage. 

(c)  Cacao  bean  cleaning,  'roasting, 
cooling,  cracking,  and  fanning. 

(d)  Cacao  product  milling,  pressing, 
mixing,  refining,  conching,  tempering, 
and  molding. 

(e)  Pulverizing  or  separating  of  cocoa, 
and  other  dusty  operations. 

(f)  Cacao  product  and  confectionery 
processing. 

(g)  Portable  equipment  and  utensil 
cleaning  and  sanitizing. 

(h)  Packaging  and  packing. 

(i)  Finished  product  storage  and  ship¬ 
ping. 

§  128c. 4  Equipment  and  utensils. 

(a)  Food-contact  surfaces  shall  be  cor¬ 
rosion-free  and  made  of  nontoxic  mate¬ 
rial  that  will  not  crack  or  disintegrate 
in  normal  operation  and  will  withstand 
the  environment  of  its  intended  use  and 
the  action  of  food  ingredients,  cleaning 
compounds,  and  sanitizing  agents.  All 
food-contact  surfaces  shall  be  main¬ 
tained  to  prevent  product  contamination 
and  shall  be  in  compliance  with  section 
409  of  the  act  (21  U.S.C.  348)  as  it  per¬ 
tains  to  indirect  food  additives. 

(b)  Seams  on  food-contact  surfaces 
shall  be  smoothly  bonded  or  maintained 
so  as  to  prevent  microbiological  contam¬ 
ination  in  places  where  dirt  or  organic 
material  might  accumulate. 

(c)  Nonfood-contact  surfaces  of  equip¬ 
ment  shall  be  so  constructed  that  they 
can  be  kept  in  a  clean  condition. 

(d)  Regulating  and/or  recording  con¬ 
trols,  thermometers,  other  temperature 
measuring  devices,  and  temperature  re¬ 
cording  devices  on  equipment  used  to 
pasteurize  raw  materials  or  products 
shall  be  accurate  and  effective  for  their 
designated  uses.  The  accuracy  of  temper¬ 
ature  controlling,  measuring,  and  re¬ 
cording  devices  on  equipment  used  to 


control  or  prevent  undesirable  microbial 
growth  in  raw  materials  or  finished 
products  shall  be  within  ±2°  F. 

(e)  Each  freezer  and  cold  storage  com¬ 
partment  used  for  storing  or  holding  raw 
materials  or  products  capable  of  support¬ 
ing  growth  of  micro-organisms  shall  be 
fitted  with  an  indicating  thermometer, 
temperature  measuring  device,  or  tem¬ 
perature  recording  device  so  installed  as 
to  show  accurately  the  temperature 
within  the  compartment,  and  should  be 
fitted  with  an  automatic  control  for  reg¬ 
ulating  temperature  or  an  automatic 
alarm  system  to  indicate  a  significant 
temperature  change  in  a  manual  opera¬ 
tion. 

(f )  Cooling  tunnels  on  processing  lines 
shall  have  access  doors  or  other  provi¬ 
sions  to  permit  cleaning  of  the  interior. 

§  128c.  5  Personnel  sanitation  facilities. 

(a)  Adequate  and  readily  accessible 
hand  washing  and  sanitizing  facilities 
shall  be  provided  in  the  plant  for  em¬ 
ployees  who  may  handle  unprotected 
food,  unprotected  packaging  materials, 
and  food-contact  surfaces.  Such  facilities 
shall  be  furnished  with  running  water  at 
a  suitable  temperature  for  hand  washing, 
effective  hand  cleaning  and  sanitizing 
preparations,  sanitary  towel  service  or 
suitable  drying  devices,  and,  where  ap¬ 
propriate,  refuse  receptacles  constructed 
and  maintained  in  a  manner  to  prevent 
product  contamination.  These  facilities 
should  also  be  equipped  with  water  con¬ 
trol  valves  so  designed  and  constructed 
as  to  prevent  recontamination  of  clean, 
sanitized  hands. 

(b)  Readily  understandable  signs  di¬ 
recting  employees  handling  unprotected 
food,  unprotected  packaging  materials,  or 
food-contact  surfaces,  to  wash  and  sani¬ 
tize  their  hands  before  starting  work, 
after  each  absence  from  post  of  duty, 
and  when  their  hands  may  have  become 
soiled  or  contaminated  shall  be  conspicu¬ 
ously  posted  in  the  processing  room(s) 
and  in  all  other  areas  where  employees 
may  handle  such  materials  and  surfaces. 

(c)  Management  shall  maintain  suffi¬ 
cient  control  to  ensure  that  employees 
handling  unprotected  food,  unprotected 
packaging  materials,  or  food-contact  sur¬ 
faces  wash  and  sanitize  their  hands  be¬ 
fore  starting  work,  after  each  absence 
from  post  of  duty,  and  when  their  hands 
may  have  become  soiled  or  contaminated. 

§  128c. 6  Equipment  and  utensil  clean¬ 
ing  and  sanitizing. 

(a)  Cleaning  and  sanitizing  of  utensils 
and  equipment  shall  be  carried  out  in 
such  a  manner  as  to  prevent  raw  mate¬ 
rial,  packaging  material,  or  product 
contamination. 

(b)  Food-contact  surfaces  of  equip¬ 
ment  used  for  processing  or  holding  low 
moisture  raw  materials  or  products  such 
as  chocolate,  fats  and  oils,  liquid  nutritive 
sweeteners,  peanut  butter,  and  similar 
materials  which  are  not  conducive  to 
microbial  growth  shall  be  maintained  in 
a  sanitary  condition.  When  wet  cleaning 
of  such  equipment  may  cause  conditions 
conducive  to  microbial  growth,  other  ap¬ 
propriate  cleaning  methods  shall  be  util¬ 
ized  to  prevent  product  contamination. 
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(c)  Poisonous  or  dangerous  cleaning 
compounds,  sanitizing  agents,  and  pes¬ 
ticide  chemicals  shall  be  applied,  stored, 
and  held  in  such  a  manner  as  to  prevent 
food  or  packaging  material  contamina¬ 
tion.  These  materials  shall  be  identi¬ 
fied  and  used  only  in  such  manner  and 
under  such  conditions  as  will  be  safe  for 
their  intended  use.  Any  applicable  reg¬ 
ulations  promulgated  by  the  Environ¬ 
mental  Protection  Agency  for  the  appli¬ 
cation,  use,  or  holding  of  such  materials 
shall  be  followed. 

§  128c. 7  Processes  and  controls. 

The  manufacturer  shall  employ  ap¬ 
propriate  quality  control  procedures  and 
treatments  to  ensure  that  raw  materials 
and  finished  products  are  wholesome  and 
fit  for  food,  that  packaging  materials  are 
safe  and  suitable,  and  that  all  of  the 
foregoing  materials  are  otherwise  in 
compliance  with  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

(a)  Handling  of  raw  materials.  (1) 
Milk  and  milk  products  shall  have  been 
pasteurized  before  use,  and  egg  products 
shall  have  been  pasteurized  or  otherwise 
treated  to  destroy  viable  Salmonella  mi¬ 
croorganisms  before  use,  or  these  mate¬ 
rials  (i.e.,  milk,  milk  products  and  egg 
products)  shall  be  pasteurized  or  other¬ 
wise  treated  during  processing  operations 
to  destroy  pathogenic  microorganisms. 
The  manufacturer  shall  ensure  that  gela¬ 
tin,  dried  coconut,  nuts,  and  other  raw 
materials  susceptible  to  contamination 
by  pathogenic  microorganisms  are  free  of 
such  microorganisms  before  these  mate¬ 
rials  are  incorporated  into  finished  prod¬ 
ucts  unless  these  materials  are  pasteur¬ 
ized  or  otherwise  treated  before  or  during 
processing  operations  to  destroy  path¬ 
ogenic  microorganisms.  Compliance  with 
this  requirement  may  be  accomplished  by 
purchasing  these  materials  under  a  sup¬ 
plier’s  guarantee  or  certification,  or  veri¬ 
fied  by  analyzing  these  materials  for 
pathogenic  microorganisms. 

(2)  The  manufacturer  shall  ensure 
that  peanuts,  Brazil  nuts,  pistachio  nuts, 
filberts,  walnuts,  almonds,  pecans,  corn 
meal,  and  other  raw  materials  susceptible 
to  aflatoxin  contamination  comply  with 
current  Food  and  Drug  Administration 
regulations,  guidelines,  and  action  levels 
for  poisonous  or  deleterious  substances 
before  these  materials  are  incorporated 
into  finished  products.  Compliance  with 
this  requirement  may  be  accomplished 
by  purchasing  these  materials  under  a 
supplier’s  guarantee  or  certification,  or 
verified  by  analyzing  these  materials  for 
aflatoxins. 

(3)  The  manufacturer  shall  ensure 
that  nuts,  raisins,  cacao  beans,  spices,  re¬ 
work,  return,  and  other  raw  materials 
susceptible  to  infestation  or  contamina¬ 
tion  by  animals,  birds,  vermin,  microor¬ 
ganisms,  or  extraneous  material  comply 
with  current  Food  and  Drug  Administra¬ 
tion  regulations,  guidelines,  and  action 
levels  for  natural  or  unavoidable  defects 
before  these  materials  are  incorporated 
into  finished  products.  Compliance  with 
this  requirement  may  be  verified  by  ex¬ 


amining  these  materials  for  infestation 
and  contamination. 

(b)  Storing  and  holding  of  raw  mate¬ 
rials.  Raw  materials  shall  be  held  in  con¬ 
tainers  so  designed  and  constructed  as  to 
prevent  raw  material  contamination. 
Raw  materials  and  packaging  materials 
shall  be  held  at  sucl-  temperature  and 
relative  humidity  and  in  such  a  manner 
as  to  prevent  their  adulteration  due  to 
contamination  or  decomposition. 

(1)  Materials  capable  of  supporting 
growth  of  pathogenic  microorganisms 
shall  be  stored  at  a  temperature  below 
40°  F.  or  above  140°  F.,  except  for  such 
period  of  time  actually  required  fcr  the 
processing  involved  and  which  does  not 
affect  the  wholesomeness  of  the  raw 
materials. 

(2)  Frozen  materials  shall  be  kept 
frozen  and  should  be  stored  at  a  tem¬ 
perature  of  0°  F.  or  below. 

(3)  Liquid  sugars  shall  be  held  in  such 
a  manner  as  to  prevent  microbial  growth 
or  any  other  direct  or  indirect  contami¬ 
nation.  Storage  tanks  for  liquid  sugars 
shall  have  filtered  air-intake  vents. 

(4)  Liquid  mixtures  containing  egg 
products  or  other  perishable  materials 
and  capable  of  supporting  growth  of 
pathogenic  microorganisms  shall  be  held 
in  such  a  manner  as  to  preclude  the 
growth  of  these  microorganisms  or  shall 
be  processed  in  such  a  manner  as  to 
destroy  these  microorganisms.  This  may 
be  accomplished  by: 

(1)  Maintaining  the  mixtures  at  a 
temperature  below  40°  F.  after  removal 
from  storage  and  disposing  of  the  unused 
portion  at  least  every  12  hours  during 
operations  and  at  the  end  of  the  day’s 
operation;  or 

(ii)  Maintaining  the  mixtures  at  a 
temperature  below  50°  F.  after  removal 
from  storage  and  disposing  of  the  unused 
portion  at  least  every  4  hours  during  op¬ 
erations  and  at  the  end  of  the  day’s 
operation;  or 

(iii)  Pasteurizing  or  otherwise  treat¬ 
ing  the  mixtures  during  processing  op¬ 
erations  to  destroy  pathogenic  micro¬ 
organisms. 

(c)  Processing  operations.  (1)  Frozen 
egg  products  shall  be  defrosted  ir.  a  sani¬ 
tary  manner  and  by  such  methods  that 
their  wholesomeness  is  not  adversely  af¬ 
fected.  This  may  be  accomplished  by  de¬ 
frosting  at  a  temperature  of  40°  F.  or 
below,  or  by  defrosting  at  a  temperature 
above  40“  F.  for  a  period  of  time  not 
exceeding  24  hours:  Provided,  That  the 
temperature  in  any  part  of  the  defrosted 
liquid  does  not  exceed  50°  F. 

(2)  Processes  intended  to  pasteurize 
or  otherwise  treat  materials  to  destroy 
pathogenic  microorganisms  shall  be 
scientifically  determined  to  be  adequate 
under  the  conditions  of  manufacture  for 
a  given  product  to  ensure  destruction  of 
such  microorganisms. 

(3)  Rework  and  return  shall  be  con¬ 
sidered  as  raw  materials.  They  shall  be 
held  in  properly  identified  containers  in 
a  manner  to  prevent  product  contamina¬ 
tion. 
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(4)  Waste  shall  not  contribute  to  * 
direct  or  indirect  product  contamination. 
This  may  be  accomplished  by  holding  the 
waste  in  properly  identified  containers 
and  removing  it  from  the  processing  area 
daily. 

(5)  Effective  measures  shall  be  taken 
to  prevent  cross  contamination  between 
raw  materials  and  finished  products  or 
between  refuse  and  these  materials. 
When  any  of  these  materials  are  unpro¬ 
tected  they  shall  not  be  handled  simul¬ 
taneously  in  a  receiving,  loading,  or 
shipping  area.  Raw  materials  and  prod¬ 
ucts  transported  by  conveyor  shall  be 
protected  against  contamination  from 
extraneous  material. 

(6)  Equipment,  containers,  and  uten¬ 
sils  used  to  convey,  process,  hold  or 
store  raw  materials  or  products  shall 
be  handled  during  processing  or  storage 
in  such  a  manner  as  to  prevent  raw  ma¬ 
terial  or  product  contamination. 

(7)  Effective  measures  shall  be  taken 
to  prevent  the  inclusion  of  metal  or  other 
extraneous  material  in  finished  products. 
This  may  be  accomplished  by  using  suit¬ 
able  equipment  such  as  sieves,  magnets, 
electronic  metal  detectors,  or  by  other 
effective  means. 

(8)  Effective  measures  shall  be  taken 
to  remove  extraneous  material  from 
molding  starch  before  it  is  reused  in 
molding  operations.  This  may  be  accom¬ 
plished  by  passing  the  starch  through  a 
sieve  and  a  metal  trap  or  by  otherwise 
treating  it  to  remove  extraneous  mate¬ 
rial. 

(9)  The  cooling  and  winnowing  of 
roasted  cacao  beans  and  the  processing 
and  storage  of  cocoa  nibs  shall  be  carried 
out  in  such  a  manner  as  to  prevent  prod¬ 
uct  contamination. 

(10)  Cacao  bean  shell,  dust,  and  other 
residue  particles  resulting  from  crack¬ 
ing  operations  shall  be  handled  and  held 
in  such  a  manner  as  to  prevent  product 
contamination. 

(11)  Adulterated  materials  shall  be 
disposed  of  in  such  a  manner  as  to  pre¬ 
vent  raw  material,  rework,  return,  or  fin¬ 
ished  product  contamination,  or  shall  be 
reconditioned,  if  feasible,  and  then  re¬ 
examined  and  found  to  be  wholesome 
before  being  incorporated  into  finished 
products. 

(d)  Coding.  Permanently  legible  code 
marks  shall  be  placed  at  a  readily  visible 
location  on  each  shipping  container  or 
they  shall  be  placed  on  each  finished 
product  package  delivered  or  displayed  to 
retail  purchasers  and  be  visible  on  the 
unopened  package.  The  code  marks  may 
be  placed  in  both  locations  if  desired  by 
the  manufacturer.  Such  marks  shall 
identify  at  least  the  plant  where  packed 
and  the  product  lot  or  packaging  lot. 

(e)  Warehousing  and  distribution. 
Finished  products  shall  be  handled  in 
storage,  during  shipment,  and  while 
being  held  for  sale  in  such  a  manner 
as  to  prevent  product  contamination. 
Transportation  equipment,  warehouses, 
and  other  facilities  used  for  storing,  hold¬ 
ing,  or  transporting  finished  products 
shall  be  of  such  design  and  construction 
as  to  prevent  contamination  or  adultera- 
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tion  of  the  products.  Such  facilities  and 
equipment  shall  be  free  of  vermin  or 
other  objectionable  conditions. 

§  1 28c.8  Records. 

<a)  Records  shall  be  maintained  of 
the  results  of  examinations  of  raw  ma¬ 
terials,  packaging  materials,  and  fin¬ 
ished  products.  Suppliers’  guarantees  or 
certifications  that  verify  compliance 
with  Pood  and  Drug  Administration  reg¬ 
ulations  and  guidelines  shall  be  retained. 

(b)  Processing  and  production  records 
covering  processes  intended  to  pasteurize 
or  otherwise  treat  materials  to  destroy 
pathogenic  microorganisms  shall  be 
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maintained,  and  shall  contain  sufficient 
information  to  permit  a  public  health 
evaluation  of  the  processes. 

(c)  Records  shall  be  maintained  to 
identify  the  initial  distribution  of  the 
finished  product  to  facilitate,  when  nec¬ 
essary,  the  segregation  of  specific  food 
lots  that  may  have  become  contaminated 
or  otherwise  rendered  unfit  for  their  in¬ 
tended  use. 

(d)  The  records  required  by  para¬ 
graphs  (a),  (b),  and  (c)  of  this  section 
shall  be  retained  for  a  period  of  time 
that  exceeds  the  shelf  life  of  the  finished 
product,  except  that  they  need  not  be 
retained  more  than  2  years. 


Effective  date.  This  order  shall  be  ef¬ 
fective  August  4,  1975,  except  that  it 
shall  become  effective  on  December  1, 
1975,  where  an  extension  is  granted  be¬ 
cause  of  significant  problems  related  to 
the  supply  and  installation  of  equipment 
or  facilities. 

(Secs.  402(a)(4),  409,  701(a),  52  Stat.  1046, 
1056,  72  Stat.  1785-1788  (21  U.S.C.  342(a)  (4). 
348,  371(a))) 

Dated:  May  17, 1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
[FR  Doc.75-14548  FUed  6-3-75:8:45  am] 
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